Elektroninio dokumento nuorasas

PREKIY PIRKIMO-PARDAVIMO SUTARTIES SPECIALIOSIOS SALYGOS

Sutarties pavadinimas

Serologiniy tyrimy laboratorinés diagnostikos priemonés nuomos, ju
veikima uztikrinanciy paslaugy ir medziagy pirkimas

Sutarties data

| Sutarties numeris |

1. SUTARTIES SALYS

1.1.1. Pavadinimas V3| Kauno miesto poliklinika
1.1.2. Juridinio asmens kodas 135042394
1.1.3. Adresas Pramonés pr. 31, 51270 Kaunas
1.1.4. PVM mokétojo kodas LT350423917
1.1. Pirkéjas 1.1.5. Atsiskaitomoji saskaita LT047044060002942424
1.1.6. Bankas, banko kodas AB SEB bankas; banko kodas 70440
1.1.7. Telefonas (8 37) 40 39 99
1.1.8. El. pastas info@kaunopoliklinika.lt
1.1.9. Salies atstovas Direktorius
1.1.10. Atstovavimo pagrindas |statai
1.2.1. Pavadinimas UAB Dimuna
1.2.2. Juridinio asmens kodas 303114072
1.2.3. Adresas Parodos g. 24-3, LT-44215, Kaunas
1.2. Tiekéjas 1.2.4. PVM mokétojo kodas LT100008002417
(jei Tiekéjas yra fizinis asmuo, | 1.2.5. Atsiskaitomoji saskaita LT187044060007975696
skiltys atitinkamai 1.2.6. Bankas, banko kodas AB SEB bankas; banko kodas 70440
pakoreguojamos) 1.2.7. Telefonas +370 685 63033
1.2.8. El. pastas info@dimuna.com
1.2.9. Salies atstovas Direktorius Donatas Gaurilcikas
1.2.10. Atstovavimo pagrindas |statai

2. ATSAKINGI ASMENYS

2.1. Pirkéjo
kontaktiniai asmenys,
atsakingi uz Sutarties
vykdyma, Prekiy
priémima

Pirkéjo kontaktiniai
asmenys, atsakingi uz
Sutarties ir pakeitimy
paskelbima pagal LR
Viesyjy pirkimy
jstatymo 86 straipsnio
9 dalies nuostatas

2.2. Tiekéjo
kontaktiniai asmenys,
atsakingi uz Sutarties
vykdyma

3. SUTARTIES DALYKAS

3.1. Sutarties dalykas

Tiekéjas jsipareigoja Sutartyje numatytomis salygomis perduoti Pirkéjui
Prekes (serologiniy tyrimy laboratorinés diagnostikos priemones, jy veikimq
uZtikrinancias paslaugas ir medZiagas) perkamos (toliau - Prekés).

ISsamus Prekiy aprasymas ir kiti reikalavimai tiekiamoms Prekéms nustatyti
Sutarties priede Nr. 1 ,,Prekiy kaina, kiekis ir specifikacija“ (toliau -
Techniné specifikacija) ir Sutarties priede Nr. 2 ,,Pasitlymas“.



mailto:info@kaunopoliklinika.lt

3.2. Pirkimo numeris

715052

3.3. Informacija apie
Europos Sajungos
[éSomis finansuojama
projekta arba kita
projekta

Netaikoma

4. PREKIY P

RISTATYMO TERMINAI IR PREKIY PERDAVIMO - PRIEMIMO TVARKA

4.1. Prekiy
pristatymo terminai,
kai Prekés
pristatomos dalimis

Tiekéjas Prekes (visa Prekiy kiekj) jsipareigoja pristatyti ne véliau kaip per
3 darbo dienas nuo uzsakymo, perduoto Tiekéjui elektroniniu pastu
pateikimo dienos, Pirkéjo nurodytu laiku (darbo dienomis nuo 8 iki 16 val.):
Pramonés pr. 31, Kaunas.

4.2. Prekiy (ar jy
dalies) pristatymo
termino pratesimas

Tiekéjas turi teise j Prekiy pristatymo termino pratesima, taciau tik tuo
atveju, jei atsiranda jrodymais pagristy kliticiy ar trukdymuy, kuriy
atsiradimui Tiekéjas neturi jtakos ir uz kuriuos jis neatsako ir kurie sukelti ir
priskirtini tretiesiems asmenims, ar kity aplinkybiy, kuriy Tiekéjas negaléjo
is anksto numatyti. Aplinkybés, kuriomis grindziama batinybé pratesti Prekiy
tiekimo termina, jokiu budu negali priklausyti nuo Tiekéjo. Kiekvienu tokiu
atveju, Tiekéjas rastu nedelsdamas, bet ne véliau kaip per 3 darbo dienas,
apie tai pranesa Pirkéjui, pateikdamas minéty aplinkybiy egzistavimo
jrodymus. Nurodytas aplinkybes vertina Pirkéjas. Pirkéjui sutikus, Prekiy
pristatymo terminas gali buti pratesiamas tik minéty aplinkybiy egzistavimo
laikotarpiui, bet ne ilgiau nei 5 darbo dienas laikotarpiui.

4.3. Uzsakymy
teikimo tvarka

UZsakymai teikiami elektroninéje uzsakymy sistemoje / Tiekéjo nurodytu
elektroniniu pastu ir laikomi gautais po 24 (dvidesimt keturiy valandy) nuo
uzsakymo pateikimo.

4.4, Dél Prekiy
pristatymo dalimis
vertés / apimties
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4.5. Reikalavimai
prekiy pristatymui ir
kartu su Prekémis
pateikiami
dokumentai

Tiekéjas jsipareigoja Pirkéjui pristatyti naujas, nenaudotas, gamintojo
originaliose, nepazeistose pakuotése (pakuoté turi atitikti atsparumo
pakrovimo ir iSkrovimo darbams taikomus reikalavimus, siekiant apsaugoti
Prekes nuo meteorologiniy veiksniy jtakos Prekiy gabenimo ir sandéliavimo
metu, uztikrinti Prekiy iSsaugojima jas gabenant), neturincias paslépty
trakumy bei defekty Prekes, atitinkancias specifikacijas, kurios yra
nurodytos Sutarties 1 priede. Prekiy, kurioms yra gamintojo nustatytas
tinkamumo naudoti (arba sterilumo) terminas, privalo biiti ne mazesnis kaip
6 mén. bendro tinkamumo naudoti (sterilumo) termino nuo pristatymo
dienos.

Kartu su Prekémis pateikiami Sie dokumentai: jskaitant, bet neapsiribojant
Prekiy sertifikatai, Prekiy techniniy charakteristiky aprasymai, Prekiy
perdavimo-priémimo aktas, kiti reikalingi dokumentai. Tiekéjui nepateikus
nurodyty dokumenty, laikoma, kad Prekés neatitinka Sutartyje nustatyty
reikalavimy.

5. SUTARTIES KAINA IR ATSISKAITYMO TVARKA

5.1. Sutarciai
taikomas kainos
apskaiciavimo bidas

Fiksuoto jkainio kainodara

5.2. Pradinés
Sutarties verteé ir
Sutarties kaina, kai
taikoma fiksuoto
jkainio kainodara

Reagentai ir priemonés nurodytam tyrimy skaiciui atlikti su pusiau
automatizuotu imunobloto tyrimy analizatoriumi:




82.407,00 Eur (astuoniasdesimt du
tukstanciai keturi Simtai septyni
eurai, 00 ct)

Pradiné Sutarties verté be PVYM

5% PVM 4.120,35 Eur (keturi tukstanciai

Simtas dvidesimt eury, 35 ct.)

86.527,35 Eur (astuoniasdesimt Sesi
tukstanciai penki Simtai dvidesimt

Bendra Sutarties verté (Pradiné
Sutarties verté + PVM)

septyni eurai,35 ct.)

Sioje Sutartyje Pradinés Sutarties verté yra lygi Tiekéjo pasitilymo kainai be
PVM, apskaiciuotai sudauginus maksimaly Prekiy kiekj is Tiekéjo pasitlyto
jkainio be PVM. Pirkéjas perka Prekes pagal poreikj Sutartyje arba jos priede
Nr.1 nurodytais jkainiais, nevirsijant jame nurodyto Prekiy maksimalaus
kiekio.

(Pirkéjas neijsipareigoja ispirkti maksimalaus Prekiy kiekio ar bet kokios jo
dalies).

5.3. Sutarties kainos /

Sutarties jkainiai bus perskaiciuojami:

jkainiy 5.3.1. dél PVM tarifo pasikeitimo;

perskaiciavimas 5.3.2. pagal Prekiy grupiy 0612 KITI MEDICINOS GAMINIAI kainy pokycius.
taikant perzidros

taisykles

5.3.1. Sutarties
kainos / jkainiy
perzidra dél PVM
tarifo pasikeitimo

Jeigu Sutarties vykdymo metu pasikeicia PVM mokéjima reglamentuojantys
teisés aktai, darantys tiesiogine jtaka Tiekéjo tiekiamy Prekiy Sutartyje
nurodytai kainai/jkainiams, Sutarties kaina / jkainiai perskaic¢iuojami
nekeiciant Prekiy kainos / jkainio be PVM.

Perskaiciuota Sutarties kaina / Prekiy jkainiai jforminami Susitarimu ir turi
biti taikomi nuo naujo PVM jvedimo datos (nepriklausomai nuo to, kada
pasirasytas Susitarimas).

5.3.2. Sutarties
kainos / jkainiy
perziidra deél kity
mokesciy, lemianciy
Prekiy kainos pokyti,
pasikeitimo
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5.3.3. Sutarties
kainos / jkainiy
perzidra del kainy
lygio pokycio

5.3.3.1 Bet kuri Sutarties Salis Sutarties galiojimo metu turi teise inicijuoti
Sutarties jkainiy perzitrg (keitima) ne anksciau kaip po 12 (dvylikos) mén.
nuo Sutarties jsigaliojimo dienos (jeigu perzitra jau buvo atlikta - nuo
Susitarimo dél paskutinio perskaic¢iavimo pagal sj Specialiujy salygy punkta
jsigaliojimo dienos). Sutarties jkainiy perzitra atliekama ne reciau kaip kas
12 (dvylika) ménesiy.

5.3.3.2. Sutarties jkainiai perzitrimi tik tai Sutarties daliai, kuri néra
iSpirkta, t. y., Prekéms, kurios néra priimtos ir apmokétos. Vélesné Sutarties
jikainiy perzitra negali apimti laikotarpio, uz kurj jau buvo atliktas perzidra.
5.3.3.3. Jeigu Prekiy tiekimas véluoja dél Tiekéjo kaltés, uzdelsty pristatyti
Prekiy jkainiai néra perskaic¢iuojami dél kainy lygio kilimo (negali biti
didinami).

5.3.3.4. Atlikdamos Sutarties jkainiy perziiira Salys vadovaujasi Valstybés
duomeny agentiiros viesai Oficialiosios statistikos portale paskelbtais
Rodikliy duomeny bazés duomenimis. I3 kitos Salies nereikalaujama pateikti
oficialaus Valstybés duomeny agentiros ar kitos institucijos iSduoto
dokumento ar patvirtinimo.




5.3.3.5. Salys privalo Susitarime nurodyti vartojimo prekiy ir paslaugy
indekso reiksme laikotarpio pradzioje ir jo nustatymo data, indekso reikSme
laikotarpio pabaigoje ir jo nustatymo data, kainy pokytj (k), perskaicCiuota
Sutarties jkainius, perskaiciuota Pradinés Sutarties verte.

5.3.3.6. Nauji Sutarties jkainiai apskaiCiuojami pagal Zemiau pateikta
formule:

a; =a+ (% X a), kur a -jkainis (Eur be PVM)) (jei perzitra jau buvo atlikta,

tai po paskutinio perskaiciavimo)
as - perskaiciuota (pakeista) jkainis (Eur be PVM)
k - pagal vartotojy kainy indeksa 0612 KITI MEDICINOS GAMINIAI
(vadovaujantis Valstybés duomeny agentiros viesai Oficialiosios statistikos
portale paskelbtais Rodikliy duomeny bazés duomenimis) apskaiciuotas
Vartojimo prekiy ir paslaugy kainy pokytis (padidéjimas arba sumazéjimas)
(%). ,,k“ reikSmé skaiciuojama pagal formule:
k = nauausias » 100 _ 100, (proc.) kur

Indpradzia
INdnavjausias - kreipimosi dél kainos / jkainiy perziiiros issiuntimo kitai saliai
diena paskelbtas naujausias vartojimo prekiy ir paslaugy indeksas 0612 KITI
MEDICINOS GAMINIAI.
Indpradsia - laikotarpio pradzios datos (ménesio) vartojimo prekiy ir paslaugy
indeksas 0612 KITI MEDICINOS GAMINIAI. Pirmojo perskaiciavimo atveju
laikotarpio pradzia (ménuo) yra Sutarties jsigaliojimo dienos ménuo. Antrojo
ir vélesniy perskaiciavimy atveju laikotarpio pradzia (ménuo) yra paskutinio
perskaic¢iavimo metu naudotos paskelbto atitinkamo indekso reiksmés
menuo.
5.3.3.7. Skaic¢iavimams indeksy reikSmés imamos keturiy skaitmeny po
kablelio tikslumu. Apskaiciuotas pokytis (k) tolimesniems skai¢iavimams
naudojamas suapvalinus iki vieno (Valstybés duomeny agentiira pokycius
skelbia apvalindama iki vieno skaitmens po kablelio) skaitmens po kablelio,
0 apskaiciuotas ikainis ,,a:“ suapvalinamas iki dviejy skaitmeny po kablelio.
5.3.3.8. Salis, siekianti Sutarties jkainiy perzilros, privalo rastu kreiptis j
kita Salj ir prasyme pateikti visa reikalinga informacija: Sutarties
pavadinima, numerj, data, neperduoty ir neapmokeéty Prekiy sarasa su
kiekiais, Indekso reikSmes su nuorodomis j viesus saltinius Valstybés
duomeny agenturos Oficialiosios statistikos portale arba kitus oficialius
saltiniy duomenis, kita svarbi informacija. Prasyme Salis neturi teisés
nurodyti kito Indekso ar prasyti perskaiciavimo pagal kita Indeksa nei
nurodytas Sioje procediroje.
5.3.3.9. Susitarimas turi buti sudarytas per 30 kalendoriniy dieny nuo Salies
pateikto tinkamo prasymo perskaiciuoti Sutarties jkainius gavimo dienos.
5.3.3.10. Susitarimu Salys neturi teisés keisti proceduroje nurodytos tvarkos
ar kity Sutarties nuostaty, iSskyrus, jei keitimas atliekamas pagal VP|
nuostatas.

5.3.4. Sutarties
kainos / jkainiy
perziidra dél kainy
lygio pokycio pagal
Prekiy grupiy kainy
pokycius
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5.4. Sutarties kainos /
jkainiy apskaiciavimas
taikant kiekio
(apimties) keitimo
taisykles

Pirkéjas numato galimybe jsigyti Sutartimi jsigyjamy Prekiy sarase
nenurodyty, taciau su pirkimo objektu susijusiy Prekiy (toliau - Nenumatytos
prekés) nevirsijant 10 (desimt) proc. Pradinés Sutarties vertés (jos
nedidinant).




UZ Nenumatytas prekes bus apmokama ne didesnémis nei uzsakymo diena
tiekéjo prekybos vietoje, kataloge ar interneto svetainéje nurodytomis
galiojanciomis Siy prekiy kainomis arba, jei tokios kainos neskelbiamos,
tiekéjo pasililytomis, konkurencingomis ir rinka atitinkanc¢iomis kainomis.
Nenumatyty prekiy kaina su Pirkéju turi biti derinama i$ anksto. Gaves
Tiekéjo pateiktas Nenumatyty prekiy kainas (komercinj pasitlyma), Pirkéjas
atlieka rinkos kainy tyrima (apklausa telefonu ir / ar rastu, ir / ar paieska
elektroninéje erdvéje ar kt.), tokiu budu jvertindamas, ar Tiekéjo pateiktos
Nenumatyty prekiy kainos atitinka rinkos kainas. Nustacius, kad Tiekéjo
pasitlytos Nenumatyty prekiy kainos yra didesnés nei rinkos, Pirkéjas praso
Tiekéjo jas sumazinti. Tiekéjui nesutikus sumazinti Nenumatyty prekiy
kainos iki rinkos kainos, Pirkéjas pasilieka teise Nenumatytas prekes jsigyti
atskiru pirkimu.

5.5. Atsiskaitymo su
Tiekéju terminas ir
tvarka

Pirkéjas atsiskaito su Tiekéju ne véliau kaip per 30 (trisdesimt) kalendoriniy
dieny nuo Saskaitos patvirtinimo dienos.

Apmokéjimo salygos: jvykdzius uzsakyma, mokama uz konkrety kiekj /
apimtj pagal nustatytus jkainius.

5.6. Avansas

Netaikoma

5.7. Avanso
uztikrinimas

Netaikoma

6. PREKIY KOKYBE IR GARANTINIAI |SIPAREIGOJIMAI

6.1. Garantinis Netaikoma

terminas

6.2. Garantiné Tiekéjas, gaves pranesima apie Prekés trikumus, privalo ne véliau kaip per
priezidra 3 darbo dienas pasalinti trikumus. Prekiy trukumy nustatymo bei Salinimo

tvarka nustatyta Bendryjy salygy 7 skyriuje.

7. SUTARTIES VYKDYMUI PASITELKIAMI SUBTIEKEJAI

Sutarties vykdymui
pasitelkiami
subtiekéjai ir (ar)
specialistai

Sutarties vykdymui subtiekeéjai ir (ar) specialistai nepasitelkiami.
arba
Sutarties vykdymui pasitelkiami subtiekéjai ir (ar) specialistai yra nurodyti

Sutarties priede Nr. 3 ,,Sutarties vykdymui pasitelkiami subtiekéjai ir (ar)
specialistai“

. PRIEVOLIY PAGAL SUTART]| |[VYKDYMO UZTIKRINIMAS

8.1. Prievoliy pagal
Sutartj jvykdymo
uztikrinimas

Prievoliy pagal Sutartj jvykdymas uztikrinamas:
Netesybomis (delspinigiais, bauda).

8.2. Sutarties
jvykdymo uztikrinimo
pateikimas
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9. SALIY ATSAKOMYBE

9.1. Pirkéjui taikomos
netesybos uz
mokéjimy pagal
Sutartj vélavima

Jei Pirkéjas, gaves tinkamai pateikta ir uzpildyta Saskaita, uzdelsia
atsiskaityti uz tinkamai Tiekéjo perduotas kokybiskas Prekes per Sutartyje
nurodyta terming, Tiekéjas nuo kitos nei nustatytas terminas dienos
skaiciuoja Pirkéjui 0,1 (vienos desimtosios) procento dydzio delspinigius nuo
neapmokétos sumos be PVM uz kiekvieng vélavimo diena.

9.2. Tiekéjui taikomos
netesybos

9.2.1. Jeigu Tiekéjas véluoja vykdyti uzsakyma, tiekti Prekes ar istaisyti jy
trikumus arba nevykdo kity sutartiniy jsipareigojimy, Pirkéjas nuo kitos nei
nustatytas terminas dienos Tiekéjui skaic¢iuoja 0,1 (vienos desimtosios)
procento dydzio delspinigius uz kiekvieng uzdelsta diena nuo laiku

neperduoty Prekiy ar Prekiy, turinciy triakumy, kainos be PVM.




9.2.2. Tiekéjas privalo sumokéti Pirkéjui netesybas per 10 (desimt) dieny
nuo Pirkéjo pareikalavimo.

9.3. Tiekéjui /
Pirkéjui taikoma
bauda nutraukus
Sutartj dél esminio
Sutarties pazeidimo

Nutraukus Sutartj dél esminio Sutarties pazeidimo, nustatyto Sutarties
Specialiosiose salygose, mokama 20 % (dvidesSimt) procenty dydzio bauda
nuo Pradinés Sutarties vertés be PVYM, nurodytos Specialiyjy salygy 5.2
punkte.

9.4, Tiekéjui taikoma
bauda dél esamy
subtiekéjy ar
specialisty pakeitimo
/ naujy subtiekéjy
pasitelkimo
nesilaikant
Bendrosiose salygose
nurodytos subtiekéjy
ir (ar) specialisty
keitimo tvarkos

20 % (dvidesimt) procenty dydzio bauda nuo Pradinés Sutarties vertés be
PVM taikoma uz kiekvieng pazeidimo atvejj.

9.5. Tiekéjui taikomos
baudos dél
aplinkosauginiy ir
(arba) socialiniy
kriterijy nesilaikymo

20 % (dvidesimt) procenty dydzio bauda nuo Pradinés Sutarties vertés be
PVM taikoma uz kiekvieng pazeidimo atvejj.

9.6. Tiekéjui /
Pirkéjui taikoma
bauda dél
konfidencialumo
reikalavimy
nesilaikymo
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9.7. Tiekéjui taikomos
netesybos dél pirkimo
dokumentuose
nustatyty kokybiniy
kriterijy nepasiekimo
Sutarties vykdymo
metu

Netaikoma

9.8. Tiekéjui
taikomos netesybos
dél Sutarties
jvykdymo uztikrinimo
nepratesimo

Netaikoma

9.9. Kitos netesybos

Jei Tiekéjas Sutarties galiojimo metu atsisako pristatyti Pirkéjui Prekes
pagal Sutarties salygas ir dél Sios priezasties Pirkéjas priverstas nutraukti
Sutartj dél Prekiy pirkimo, Tiekéjas moka Pirkéjui 20 % (dvidesimt procenty)
bauda nuo Pradinés Sutarties vertés be PVM.

10. SUTARTIES GALIOJIMAS IR KEITIMAS

10.1. Sutarties
sudarymas ir
jsigaliojimas

Si Sutartis laikoma sudaryta ir jsigalioja nuo Sutarties pasirasymo dienos
(antrosios Salies pasirasymo diena).

Sutartis galioja iki visisko prievoliy jvykdymo (kol bus iSnaudota Pradinés
Sutarties verté, bet jos terminas negali bati ilgesnis kaip 36 ménesiai.

10.2. Sutarties
galiojimo termino
pratesimas

Netaikoma




11. SUTARTIES NUTRAUKIMAS

11.1. Sutarties

nutraukimo pagrindai

Sutartis gali bati nutraukiama rasytiniu Saliy susitarimu arba vienasaliskai,
Bendrosiose salygose nustatyta tvarka.

11.2. Esminiai

Sutarties pazeidimai

11.2.1. jeigu Tiekéjas nevykdo prisiimty jsipareigojimy uz Sutartyje nustatyta
Sutarties kaing / jkainius;

11.2.2. jeigu Tiekéjas nesilaiko Sutartyje nustatyty Prekiy tiekimo terminy 2
(du) kartus is eilés arba véluoja pristatyti Prekes daugiau nei 10 (desimt)
darbo dieny nuo Sutartyje nustatyto Prekiy pristatymo termino;

11.2.3. jeigu Tiekéjas pazeidzia Prekiy pristatymo terminus ir priskaiciuoty
netesyby uz vélavima suma virsija 20 (dvidesimt) proc. Pradinés sutarties
verteés;

11.2.4. Tiekéjas pazeidzia Prekiy pristatymo terminus ir dél Prekiy pristatymo
vélavimo Prekés tampa nebereikalingos;

11.2.5. Tiekéjas daugiau kaip 2 (du) kartus pristato Prekes, kurios neatitinka
Sutartyje ir (ar) |statymuose nustatyty reikalavimy Prekéms;

11.2.6. Tiekéjo kvalifikacija tapo nebeatitinkancia pirkimo dokumentuose
nustatyty Sutarties tinkamam vykdymui bitiny reikalavimy ir Sie neatitikimai
nebuvo istaisyti per 14 (keturiolika) kalendoriniy dieny nuo kvalifikacijos
tapimo neatitinkancia dienos;

11.2.7. Tiekéjas pazeidzia Sios Sutarties nuostatas, reglamentuojancias
konkurencija, intelektinés nuosavybés ar konfidencialios informacijos
valdyma;

11.2.8. Tiekéjas pazeidzia Bendryjy salygy nuostatas dél Sutarties vykdymui
pasitelkiamy naujy subtiekéjy ir (ar specialisty) / esamy subtiekéjy ir (ar)
specialisty keitimo.

12. APLINKOSAUGINIAI IR SOCIALINIAI KRITERIJAI (taikoma, jeigu aplinkosauginiai ir (arba)
socialiniai kriterijai nustatomi kaip Sutarties vykdymo salygos)

12.1. Aplinkosauginiy

kriterijy nustatymo
teisinis pagrindas

Aplinkosauginiai kriterijai Prekéms nustatomi vadovaujantis Aplinkos
apsaugos kriterijy taikymo, vykdant zaliuosius pirkimus, tvarkos apraso,
patvirtinto 2011 m. birZelio 28 d. jsakymu D1-508 ,,Dél Aplinkos apsaugos
kriterijy taikymo, vykdant zaliuosius pirkimus, tvarkos apraso patvirtinimo*
(toliau - Tvarkos aprasas) 4.4.4 papunkdiu.

12.2. Su Prekiy
pakuotémis susije
aplinkosauginiai
kriterijai

Jeigu Prekés supakuojamos j antring pakuote, ji turi buti perdirbamoji
pakuoté pagal Lietuvos Respublikos mokescio uz aplinkos terSima jstatymo
nuostatas. Tiekéjas patiekdamas Prekes Pirkéjui, pateikia Prekés antrinés
pakuotés tinkamuma perdirbti (perdirbamuma) patvirtinancius dokumentus
(pavyzdziui, pakuotés aprasymo dokumenta, techninj dokumenta, dokumenta
is akredituoty laboratorijy ar pakuociy atlieky perdirbéjy, ar eksportuotojy
is tvarkytojy saraso, ar kitus lygiavercius objektyvius jrodymus). Uz Prekiy
priémima atsakingas Pirkéjo atstovas, nurodytas Sios Sutarties 2.1 punkte
patikrina Tiekéjo pateiktus jrodymus dél Siame punkte nustatyty reikalavimy
laikymosi. Nustacius, kad Tiekéjas Siame punkte nustatyty reikalavimy
nesilaiko, uz Prekiy priémima atsakingas Pirkéjo atstovas turi teise Prekiy
nepriimti ir laikyti, kad Prekés turi trikumy, kuriuos Tiekéjas privalo istaisyti,
kitu atveju Tiekéjui taikoma Specialiyjy salygy 9.5 punkte nurodyto dydzio
bauda.

12.3. Su Prekiy Netaikoma
pristatymu susije

aplinkosauginiai

kriterijai

12.4. Su Prekémis Netaikoma

susijusiy paslaugy
(pavyzdziui,
montavimo,




apmokymo ir kitos
parengimui naudoti
skirtos paslaugos)
teikimu susije
aplinkosauginiai
kriterijai

12.5. Su perkamomis
Prekémis susije
socialiniai kriterijai

Netaikoma

13. SUTARTIES PRIEDAI

13.1. Priedas Nr. 1

Prekiy kaina, kiekis ir specifikacija

13.2. Priedas Nr. 2

Tiekéjo pasitlymas ir pasitilymo paaiskinimai (jei tokiy bus)

13.3. Priedas Nr. 3

Sutarties vykdymui pasitelkiami subtiekéjai ir (ar) specialistai

14. SALIY ATSTOVU PARASAI

PIRKEJAS TIEKEJAS

Direktorius Paulius Kibisa Direktorius Donatas Gaurilcikas

(parasas) (parasas)




1 priedas prie pirkimo-pardavimo Sutarties Nr.

PREKIY KAINA (IKAINIS), KIEKIS IR SPECIFIKACIJA
TECHNINE SPECIFIKACIJA

SEROLOGINIY TYRIMY LABORATORINES DIAGNOSTIKOS PRIEMONIY NUOMA, JU VEIKIMA UZTIKRINANCIOS PASLAUGOS IR MEDZIAGOS
I. BENDROSIOS NUOSTATOS

1.1. Pirkimo objektas - Serologiniy tyrimy laboratorinés diagnostikos priemoniy (toliau - Analizatoriy) nuoma (jskaitant, bet
neapsiribojant montavima, diegima, instaliavima, integravima, derinima, paleidima, priezitra, remontg, atnaujinimag ir aptarnavima, bei
analizatoriy veikima uztikrinanciy medziagy ir detaliy tiekima) ir reagentai bei papildomos priemonés tyrimams atlikti su Analizatoriumi.
Perkancioji organizacija numato pagal poreikj jsigyti reagentus ir papildomas priemones, reikalingas uztikrinti kokybiskg tyrimy, nurodyty
Techninéje specifikacijoje atlikima, atsizvelgiant i Tiekéjo nurodytus jy kiekius. Perkancioji organizacija pasilieka teise prekiy kiekj didinti arba
mazinti, nevirsijant bendros sutarties kainos. Perkancioji organizacija nejsipareigoja ispirkti viso prekiy kiekio.

1.2. Perkancioji organizacija nurodo, kad pirkimas apima:

1.2.1.  Analizatoriaus, aprasyto Sios technines specifikacijos Il dalyje, sukomplektavima;

1.2.2. Analizatoriaus atvezima ir sumontavima Perkanciosios organizacijos patalpose;

1.2.3. Analizatoriaus veikimui reikalingy funkciniy sistemy jdiegima;

1.2.4. Analizatoriaus nenutriikstama aprupinimg visomis tinkamai jo eksploatacijai ir naudojimui pagal tiksling paskirtj reikalingomis
medziagomis, priedais (jskaitant, bet neapsiribojant, reagentais, kontrolinémis medziagomis, kalibratoriais, skiedimo ir plovimo tirpalais,
specialiais antgaliais ir kt. priemonémis);

1.2.5. Analizatoriaus ir jo programinés jrangos galimybe keistis informacija su perkanciosios organizacijos laboratorine informacine sistema
(toliau — LIS);

1.2.6. Analizatoriaus veikimo testavima pries faktiskai perduodant naudoti Perkanciajai organizacijai. Testavimas atliekamas tokiomis
esminémis sglygomis:

1.2.6.1. apie numatoma Analizatoriaus veikimo testavima ir jo data tiekéjas turés pranesti Perkanciajai organizacijai rasytiniu pranesimu
ne véliau kaip pries 3 (tris) dienas;

1.2.6.2. testavimas bus laikomas sékmingu, jei testavimo rezultatai atitiks Sios technines specifikacijos bendrasias nuostatas, aparattros
specialiuosius reikalavimus bei Sios technines specifikacijos Il dalyje nurodytas funkcines galimybes. Jei analizatoriaus veikimo testavimas nebus
sékmingas, tiekéjas turés nedelsiant, bet ne véliau kaip per 3 (tris) darbo dienas, pasalinti testavimo metu paaiskéjusius analizatoriaus trukumus,
neatitikimus ir atlikti pakartotinj analizatoriaus veikimo testavima. Jei pakartotinis analizatoriaus veikimo testavimas néra sékmingas, tiekéjas
turés ne véliau kaip per 30 (trisdesimt) kalendoriniy dieny po pakartotinio analizatoriaus veikimo testavimo iSmontuoti analizatoriy ir jj iSvezti
is Perkanciosios organizacijos patalpy;

1.2.7. Analizatoriaus defekty, gedimo ir (ar) netinkamo (ne)veikimo Salinima techninéje specifikacijoje nustatyta tvarka ir terminais;

1.2.8. Analizatoriaus remonta (tiek einamajj, tiek kapitalinj), gedimy salinima techninéje specifikacijoje nustatyta tvarka ir terminais;

1.2.9. Analizatoriaus atsarginiy daliy sandélio valdyma ir atsarginiy detaliy tiekima, keitima Sioje techninéje specifikacijoje nustatyta
tvarka ir terminais;

1.2.10. Perkanciosios organizacijos laboratorijos personalo (ne maziau kaip 2 (du) darbuotojai) apmokyma dirbti su analizatoriumi;

1.2.11. Analizatorius privalés buti pajégus atlikti ne mazesnj kiekj tyrimy, negu nurodytas Sios Techninés specifikacijos Il dalyje;



1.2.12. analizatoriaus apdraudima turto draudimu nuo visy riziky;

1.2.13. kity veiksmy atlikima, kurie yra reikalingi pagal konkrety sitloma Analizatoriy, siekiant uZztikrinti Perkanciosios organizacijos
galimybe nepertraukiamai gauti laboratorinés diagnostikos tyrimy rezultatus pagal faktinj Perkanciosios organizacijos tyrimy poreikj, kuris
detalizuotas Techninés specifikacijos Il dalyje (Tyrimai ir planuojamos orientacinés jy apimtys) bei tyrimy rezultaty perdavima j Perkanciosios
organizacijos informacine sistema.

1.3. Perkancioji organizacija uz analizatoriy tiekéjui mokés tik nuomos mokestj. Sutarties galiojimo laikotarpiu sumokamas analizatoriaus
nuomos mokestis negali virsyti 90 proc. analizatoriaus vertés. Nuomos mokestis gali bati mokamas vienu mokéjimu uz visag nuomos terming arba
vienodo dydZio mokéjimais, atlieckamais kiekvieng ménesj visa sutarta nuomos terming. Tiekéjas turés uztikrinti iSnuomoto analizatoriaus
nepertraukiama veikima techninéje specifikacijoje numatytais terminais, tvarka ir pajégumais pats dengdamas visas analizatoriy islaikymo,
naudojamy medziagy ir kitas islaidas.

[I. ANALIZATORIAUS SPECIALIEJI REIKALAVIMAI

2.1. Analizatoriaus komplektacija ir techniniai reikalavimai:

2.1.1. Analizatorius turi biiti techniskai pajégus atlikti visus Techninés specifikacijos Ill dalyje jvardintus laboratorinés diagnostikos tyrimus.

2.1.2. Analizatorius turi biti ne senesnis nei 5 mety nuo eksploatavimo pradzios, turéti CE/ IVD zenklinimus, skirtas naudoti Medicinos
diagnostikos laboratorijose ir galéti perduoti duomenis j Perkanciosios organizacijos Laboratorijos informacine sistema (LIS). Tiekéjas su pasitilymu
privalo pateikti tai jrodanéius dokumentus.

2.1.3. Analizatorius privalo turéti bruksniniy kody skaitytuva, skirta méginio identifikacinio kodo nuskaitymui. Pagal Sj koda analizatorius
automatiskai turi nuskaityti arba pasirinkti is tyrimy uzsakymy informacija apie reikalingus i$ méginio padaryti konkrecius tyrimus, o atlikty tyrimy
rezultatus su meéginio identifikaciniu kodu automatiskai nusiysti j LIS.

2.1.4. Kartu su prekés pristatymu butina pateikti Analizatoriaus naudojimo instrukcijg angly ir lietuviy kalba.

2.1.5. Analizatoriai turi buti pripazinti Lietuvos Respublikos teisés akty nustatyta tvarka ir atitikti reikalavimus, patvirtintus Medicinos
priemoniy naudojimo tvarkos aprase, patvirtiname Lietuvos Respublikos sveikatos apsaugos ministro 2010 m. geguzés 3 d. jsakymu Nr. V-383 (su
pakeitimais).

2.3. Reikalavimai analizatoriy programinei jrangai:

2.3.1. Sitlomi analizatoriai ir jy programiné jranga turi turéti galimybe keistis informacija su perkanciosios organizacijos laboratorine
informacine sistema ASTM standarto protokolu arba lygiaverciais: ABX, CSV, MCSV, HL7, REST. Tyrimy uzsakymai turi bati automatiskai nuskaitomi,
o tyrimy atlikimo rezultatai automatiskai perduodami laboratorijos informacinei sistemai Ethernet tipo tinklu (10/100/1000BASE-T/TX) naudojant
TCP/IP protokola. Jeigu tiekéjo situlomas analizatorius, ar keli analizatoriai neturi galimybés keistis informacija ASTM, ABX, CSV, MCSV, HL7, REST
standarty protokolais, pasitilyme turi biti pateikiamas kompiuteris su atitinkama programine jranga jgalinancia keistis informacija su perkanciosios
organizacijos LIS ASTM standarto protokolu arba lygiaverciais: ABX, CSV, MCSV, HL7, REST, kuriy pagalba tyrimy uzsakymai ir tyrimy atlikimo
rezultatai turi biti automatiskai nuskaitomi ir perduodami laboratorijos informacinei sistemai Ethernet tipo tinklu (10/100/1000BASE-T/TX)
naudojant TCP/IP protokola.

Tiekéjas analizatoriaus programinés jrangos suderinima atlieka savo jégomis ir léSomis.

2.3.2. Su Perkanciosios organizacijos LIS turi buti galimybé keistis Siais duomenimis:

2.3.2.1. automatiskai gauti tyrimy uzsakymus;

2.3.2.2. automatiskai perduoti tyrimy rezultatus.

2.3.3. Tiekéjas yra atsakingas uz analizatoriaus nenutrikstama veikima, uz analizatoriaus programinés jrangos nepriekaistingg veikima bei uz
analizatoriaus jungties su Perkanciosios organizacijos LIS veikima visa sutarties galiojimo laikotarpij.



2.3.4. Turéti galimybe atlikti automatinj tyrimo atsakymo techninj validavima.

2.3.6. Analizatorius turi turéti automatizuotos kokybés kontrolés valdymo ir analizés programa.

2.3.7. Analizatorius turi turéti naudojamy reagenty ir darbo eigos atsekamumo ir apskaitos programa.

2.3.8. Analizatoriuje turi buti galimybé iS vieno mégintuvélio tuo paciu metu uzsakyti neribotg sarase nurodyty analiciy kiekj, kurios gali bti
atliekamos is tokio pacio tipo mégintuvélio pagal analizatoriaus gamintojo metodinése rekomendacijose nurodytus reikalavimus.

2.3.10. Bendras preliminarus pacienty tyrimy skaicius pateikiamas, papildomai tiekéjai privalo jskaiciuoti kontroliy atlikima, reagenty bei
kity medziagy sunaudojima kalibravimo procedirai.

2.4. Reikalavimai analizatoriaus atliekamiems laboratoriniams tyrimams:

2.4.1. Tyrimo atlikimui turi buti pateiktos ir jskaiCiuotos j tyrimo kaina visos pagal gamintojo rekomendacijas tyrimo atlikimui reikalingos
sudedamosios priemonés: reagentai, kalibratoriai, kontrolinés medziagos (ne maziau kaip 2 lygiy), mégintuvéliai, plovikliai, specialts valikliai,
specialus antgaliai, ar bet kokios kitos gamintojo nurodytos priemonés.

2.4.2. Maksimalus validuoty pacienty tyrimy skaicius pateikiamas, taciau tiekéjas turi jvertinti reikalingy analizatoriaus veikimui medziagy
kiekius atsizvelgiant j kontroliy tyrimus (ne maziau dviejy lygiy kiekvieng darbo diena) ir kalibravimui reikalingy tyrimy skaiciy.

2.4.3. Visiems Sios technines specifikacijos Ill dalyje iSvardintiems tyrimams pateikti gamintojo rekomenduojamas normy reikSmes, taikomas
suaugusiems ir vaikams.

2.4.4. Atliekant tyrimus, esant reikalui, turi bati galimybé tirti méginj is specialiy vienkartiniy mégintuveéliy.

2.4.5. Tyrimo rezultatai turi buti pateikiami Sl sistemos vienetais.

2.4.6. Visi reagentai, kalibratoriai, kontrolinés medziagos turi bati ne daugiau 3 skirtingy gamintojy, originalis, tinkami darbui su
sitlomu analizatoriumi, taip pat turi bati uztikrintas siilomy priemoniy suderinamumas pateikiant tai jrodanc¢ius dokumentus. Galima sitlyti
nepriklausomy treciyjy Saliy kokybés kontrolés medziagas, kurios suderinamos su sililoma jranga. Pateikti tai jrodancius dokumentus.

2.4.7. Sitlomos prekeés, reagentai turi biti skirtos in vitro diagnostikai. Reagentai ir papildomos priemonés turi bati pazenklinti CE pagal In
vitro diagnostikos medicinos priemoniy reglamenta (ES) 2017/746 arba lygiaverciu Zenklu.

2.4.8. Kartu su prekémis Tiekéjas turi pateikti siilomy reagenty naudojimo instrukcijas ir saugos duomeny lapus lietuviy ir angly kalbomis.

2.5. Reikalavimai analizatoriaus aptarnavimui:

2.5.1. Tiekéjas turés uztikrinti analizatoriaus nepertraukiama darba 5 dienas per savaite, 15 val. per para, darba organizuojant dvejomis
pamainomis sutarties galiojimo laikotarpiu, Tiekéjas turés paskirti atsakingus savo specialistus, kurie buty kompetentingi atlikti analizatoriaus
priezilros, atnaujinimo, aptarnavimo ir remonto darbus. Tiekéjas turés uztikrinti, jog jo paskirti specialistai nurodytais telefono numeriais buty
pasiekiami darbo dienomis Perkanciosios organizacijos darbo metu, sutarties galiojimo laikotarpiu.

2.5.2. Gaves pranesima apie analizatoriaus gedima, Tiekéjo specialistas privalés atvykti j V§] Kauno miesto poliklinika ne véliau kaip per 4
valandas nuo pranesimo gavimo momento ir pradéti salinti gedima arba kitaip atkurti ir uztikrinti analizatoriaus veikima. Sistema turi bati sutaisyta
ne véliau kaip per 2 darbo dienas.

2.5.3. Nesant galimybés pasalinti gedimy per nurodyta laika, Tiekéjas privalés kitais budais ir savo léSomis uztikrinti tyrimy atlikima pagal
Vs| Kauno miesto poliklinikos poreikius.

2.5.4. Einamasis planinis ir/ar kapitalinis analizatoriaus remontas gali bati atliekamas tik iS anksto suderinus su Perkanciaja organizacija data
ir laika.

3.1.2 Analizatoriumi atliekamy tyrimy specifikacija:



Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Preliminaru o > :
- s tyrimy e dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Nr. Pavadinimas kiekis per t ri¥n m il K Pasililymo dokumentai,
: 36 mén., yrimams u om(?s prekes patvirtinantys sidlomos
vnt. pavadinimas, prekés techninius parametrus
gamintojas ir
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
Antikiiny (IgE) Skirti pusiau Tyrimy 73,78 puslapiai
nustatymas kiekybiniam Zmogaus | instrukcijos.p
pries maisto IgE klasés antikuny df
algrgenu:s T Skirti pusiau kiekybiniam Zmogaus IgE pries malstq alergenus
miltams ir mésai . A o . nustatymui serume.
.. klasés antikuny pries maisto alergenus . N o
(ne maziau 10) . . s ._ . | Diagnostikai naudojami
nustatymui serume. Diagnostikai naudojami .
P ._. | alergeny komponentai
alergeny komponentai turi buti individualiai S ..
1. 200 - R o .. yra individualiai
isgryninti. Kiekvienoje tyrimo juosteléje oy C e e .
> v . o . isgryninti. Kiekvienoje
butinas kryzminio reaktyvumo indikatorius S Cs
. L tyrimo juosteléje yra
CCD bei kontrolinis zymuo. Imunobloto KPv3min K
metodas ryzminio rea tyvum.o
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikuny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 49 ir 55
nustatymas klasés antikiiny pries maisto alergenus kiekybiniam Zmogaus instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai naudojami IgE klasés antikuny pdf
alergenus - alergeny komponentai turi bati individualiai | pries maisto alergenus
pieno iSgryninti. Kiekvienoje tyrimo juosteléje nustatymui serume.
produktams ir butinas kryzminio reaktyvumo indikatorius Diagnostikai naudojami
2 riesutams (ne 200 CCD bei kontrolinis zymuo. Imunobloto alergeny komponentai

maziau 10)

metodas

yra individualiai
isgryninti. Kiekvienoje
tyrimo juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Preliminaru o > :
- s tyrimy e dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Nr. FRECIITES AR [T tyri¥nams Sitlomos prekés Pasitlymo dokumenta,
) 36 mén., S P patvirtinantys sitilomos
vnt. pava.dlm.maf,, prekés techninius parametrus
gamintojas ir
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
Antikiiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 61 ir 66
nustatymas klasés antikiiny pries maisto alergenus kiekybiniam Zmogaus instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai naudojami IgE klasés antikuny pdf
alergenus - alergeny komponentai turi bati individualiai | pries maisto alergenus
darzovéms (ne iSgryninti. Kiekvienoje tyrimo juosteléje nustatymui serume.
maziau 10) bdtinas kryzminio reaktyvumo indikatorius Diagnostikai naudojami
CCD bei kontrolinis zymuo. Imunobloto alergeny komponentai
3. 200 metodas yra individualiai
iSgryninti. Kiekvienoje
tyrimo juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikuny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 851ir 90
nustatymas klasés antikiiny pries maisto alergenus kiekybiniam Zmogaus instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai naudojami IgE klasés antikuny pdf
alergenus - alergeny komponentai turi bati individualiai | pries maisto alergenus
vaisiams (ne iSgryninti. Kiekvienoje tyrimo juosteléje nustatymui serume.
maziau 10) butinas kryzminio reaktyvumo indikatorius Diagnostikai naudojami
4 200 CCD bei kontrolinis zymuo. Imunobloto alergeny komponentai
’ metodas yra individualiai
isgryninti. Kiekvienoje
tyrimo juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.




Eil.
Nr.

Pavadinimas

Preliminaru
s tyrimy
kiekis per
36 mén.,
vnt.

Techniniai ir kokybiniai reikalavimai
tyrimams

Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,
dokumentus (buklety, techniniy aprasy puslapiy Nr.)

Sidlomos prekeés
pavadinimas,
gamintojas ir

techniniai parametrai

Pasitilymo dokumentai,
patvirtinantys sitilomos
prekés techninius parametrus

Antikiiny (IgE)
nustatymas
pries
ikvepiamuosius
alergenus -
medziams (ne
maziau 10)

200

Skirti pusiau kiekybiniam Zmogaus IgE
klasés antikiiny pries jkvepiamuosius
alergenus nustatymui serume. Diagnostikai
naudojami alergeny komponentai turi bati
individualiai isgryninti. Kiekvienoje tyrimo
juosteléje biitinas kryzminio reaktyvumo
indikatorius CCD bei kontrolinis Zymuo.
Imunobloto metodas

Skirti pusiau
kiekybiniam Zmogaus
IgE klasés antikuny
pries jkvepiamuosius
alergenus nustatymui
serume. Diagnostikai
naudojami alergeny
komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.

Antikuny (IgE)
nustatymas
pries
jkvepiamuosius
alergenus -
zoléms (ne
maziau 10)

200

Skirti pusiau kiekybiniam Zmogaus IgE
klasés antikiiny pries jkvepiamuosius
alergenus nustatymui serume. Diagnostikai
naudojami alergeny komponentai turi buti
individualiai isgryninti. Kiekvienoje tyrimo
juosteléje bitinas kryzminio reaktyvumo
indikatorius CCD bei kontrolinis Zymuo.
Imunobloto metodas

Skirti pusiau
kiekybiniam Zmogaus
IgE klasés antikuny
pries jkvepiamuosius
alergenus nustatymui
serume. Diagnostikai
naudojami alergeny
komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei

Dokumento Dokumento
pavadinimas lapo numeris
Tyrimy 165 ir 170
instrukcijos. puslpiai
pdf
Tyrimy 97 ir 102
instrukcijos. puslapiai
pdf




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima

Preliminaru reikalaujamoms charakteristikoms jrodancius,
) s tyrimy . L o dokumentus (buklety, techniniy aprasy puslapiy Nr.)
EII!. Pavadinimas kiekis per Techniniai ir I:)c;'lfi);t]);r;i\l reikalavimai citlomos orekés Pasialymo dokumentai,
) 36 mén., S P patvirtinantys sitilomos
vnt. pava.dlm.maf,, prekés techninius parametrus
gamintojas ir
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
kontrolinis Zymuo.
Imunobloto metodas.
Antiktny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 1,3ir7
nustatymas klasés antikiiny pries jkvepiamuosius kiekybiniam Zmogaus instrukcijos. puslapiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
ikvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo alergenus nustatymui
gyvunus (ne juosteléje biitinas kryzminio reaktyvumo serume. Diagnostikai
maziau 10) indikatorius CCD bei kontrolinis Zzymuo. naudojami alergeny
7. 200 Imunobloto metodas komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikuny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 109 ir 114
nustatymas klasés antikiiny pries jkvepiamuosius kiekybiniam Zmogaus instrukcijos. puslapiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
ikvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo alergenus nustatymui
8 patalpy 200 juosteléje bitinas kryzminio reaktyvumo serume. Diagnostikai
" | alergenams (ne indikatorius CCD bei kontrolinis Zymuo. naudojami alergeny
maziau 10) Imunobloto metodas komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryZminio reaktyvumo




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Preliminaru . . = .
) s tyrimy . L o dokumentus (buklety, techniniy aprasy puslapiy Nr.)
ﬁll. Pavadinimas kiekis per Techniniai ir I:okyb1ma1 reikalavimai it 3 Pasialymo dokumentai,
r. 36 mén., yrimams 1ulomos prexes patvirtinantys sitilomos
vnt. pava.dlm.maf,, prekés techninius parametrus
gamintojas ir
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikiiny (IgA) | antigeny panelés sudétj turi jeiti antigenai Celiakijos profilis- Tyrimy 37 puslapis
nustatymas pries tTG ir isgryninti antiklinai pries deamiduota audiniy instrukcijos.
audiniy gliadina. Rinkinyje ne maZziau nei 16 transglutaminazé IgA pdf
9. | transgliutaminaz 500 juosteliy. Imunobloto metodas kartu su deamiduotu
e ir deamiduota gliadinu IgA. Rinkinj
gliadina. sudaro 16 juosteliy.
Imunobloto metodas.
Reagentai Imunobloto metodas. Patvirtinamieji Tyrimy 25 puslapis
boreliozes IgM imunoblotiniai tyrimai | instrukcijos.
10 antikiiny 500 skirti IgM antikiiny pries pdf
* | nustatymui patogeninius Borrelia
Stamus nustatyti.
Imunobloto metodas
Reagentai Imunobloto metodas. Patvirtinamieji Tyrimy 13 puslapis
boreliozés IgG imunoblotiniai tyrimai | instrukcijos.
antiktiny skirti 1gG antikuny pdf
11 nustatymui 500 pries patogeninius
' Borrelia Stamus
nustatymui. Imunobloto
metodas
lkvepiamuyjy BUtina nustatyti ir vabzdziy nuodus. Bitinas Skirti pusiau Tyrimy 121ir 127
alergeny kryzminio reaktyvumo indikatorius CCD bei kiekybiniam Zmogaus instrukcijos. puslapis
12 nustatymas (ne 200 kontrolinis Zymuo. Imunobloto metodas IgE klasés antikuny pdf
" | maziau 30 pries jkvepiamus
specifiniy alergenus nustatymui
alergeny) serume. | sudétj jeina




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima

Preliminaru reikalaujamoms charakteristikoms jrodancius,
) s tyrimy . L o dokumentus (buklety, techniniy aprasy puslapiy Nr.)
EII!. Pavadinimas kiekis per Techniniai ir I:)c;'lfi);t]);r;i\l reikalavimai citlomos orekés Pasialymo dokumentai,
) 36 mén., S P patvirtinantys sitilomos
vnt. pava.dlm.maf,, prekés techninius parametrus
gamintojas ir
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
vabzdziy nuody
antigenai. Kiekvienoje
tyrimo juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktny (IgG) IgG antikiiny pries maisto antigenus IgG antikiiny pries Tyrimy 133ir 134
nustatymas pries nustatymas. Nustatoma ne maziau 50 maisto antigenus instrukcijos. puslapiai
13 maisto 200 analic¢iy vienu metu. Imunobloto metodas nustatymas. Nustatoma pdf
" | antigenus ne maziau 54 analiciy
vienu metu. Imunobloto
metodas.
Antiktny (IgG) IgG antikiiny pries maisto antigenus IgG antikiiny pries Tyrimy 149 ir 150
nustatymas pries nustatymas. Nustatoma ne maziau 200 maisto antigenus instrukcijos. puslapiai
14, maisto 200 anali¢iy vienu metu. Imunobloto metodas nustatymas. Nustatoma pdf

antigenus

216 analiciy vienu
metu. Imunobloto
metodas




Reagenty ir

. A - Sidillom
priemoniy Pakuociy Mato 0s Siiilomo
Preliminarus Kiekis Kiekis Galiojimo vnt pakuot Suma, S suma,
. . L Mato L (ml./vnt.) nurodytam - L ) EUR be R EUR su L .
Eil. . tyrimy kiekis Siilloma . terminas kaina, és pakuoté Gamintojas, komercinis
Pavadinimas X vnt. X nurodytam tyrimy I . PVM 36 - PVM 36 X -
Nr. per 36 mén., pakuoté . IR atidarius EUR kaina, X s kaina, . prekés pavadinimas
(ml/vnt.) tyrimy skaiciui ir 36 mén. mén.
vnt. skaiciui ir 36 mén pakuote be | BUR | gujg) | BURSU | (7upr)
. . - PVM be PVM
mén. laikotarpiui
. L PVM
laikotarpiui
1. 2. 3. 4. 5. 6. 7. 8. 9. 10. 11. 12. 13. 14.
Antikiiny (IgE)
nustatymas pries§
1. maisto alergenus - 200
miltams ir mésai
(ne maziau 10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN
1.1, | nustatymui pries vit. 1x16 208 13 12 mén. 1000 | 16000 | 2080.00 | 16800 | 218400 | Pavadinimas:Food Flour
maisto (milty ir and Meat
mésos) alergeny Katalogo Nr.:DP 3428-
ekstraktus 1601 E
Inkubaciniai i qalioiimo Gamintojas:
1.2. | loveliai alergijy vnt. 1vnt 5 5 I galiojit 4.00 4.00 20.00 4.20 21.00 | EUROIMMUN
tyrimams laiko pabaigos Katalogo Nr.: ZD 9897-
0144
Antikiiny (IgE)
nustatymas prie§
maisto alergenus —
. 200
pieno produktams
ir rieSutams (ne
2. maziau 10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN
nustatymui prie§ Pavadinimas:Food Dairy
maisto (pieno vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 and
produkty ir Nuts
rieSuty) alergeny Katalogo Nr.:DP 3427-
2.1. ekstraktus. 1601 E
Inkubaciniai R Gamintojas:
22. | loveliai alergiju vit. 1vnt 5 5 Iki galiojimo |, 5| 49 20.00 420 2100 | EYROIMMUN
h laiko pabaigos Katalogo Nr.: ZD 9897-
tyrimams
0144
Antikiiny (IgE)
nustatymas prie§
3. maisto alergenus — 200

darZzovéms (ne
maziau 10)




Reagentai IgE Gamintojas:
antikiiny EUROIMMUN

31, | Mustatymuipries vnt. 1x16 208 13 12 mén. 1250 | 20000 | 260000 | 21000 | 273000 | Pavadinimas:Food
maisto (darzoviy) vegetables
alergeny Katalogo Nr.:DP 3429-
ekstraktus. 1601 E
Inkubaciniai Iki galiojimo EURGIMMIUN

32. | loveliai alergiy vnt. 1vnt 5 5 Iaikg pabla igos | 400 4.00 20.00 4.20 2100 | otologo Nr.: 2D 9897-
tyrimams 0144
Antikiiny (IgE)
nustatymas prie§

4. maisto alergenus — 200
vaisiams (ne
maziau 10)
Reagentai IgE
antikiiny Gamintojas:

4, | "statymuiprie§ vit. 1x16 13 12 mén. 1250 | 20000 | 260000 | 21000 | 273000 | EYROIMMUN
maisto (vaisiy) Pavadinimas:Food fruits
alergeny Katalogo Nr.:DP 3430-
ekstraktus. 1601 E

L Gamintojas:
Inkubaciniai A
42. | loveliai alergiy vit. 1vnt 5 5 |;I:|I<3?)|;E2:ggs 400 | 400 20.00 420 21.00 Egggé’;"mg'\élj o807
tyrimams
0144
Antikiiny (IgE)
nustatymas prie§
ikvepiamuosius
5 alergenus - 200
medziams (ne
maziau 10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN

5.1, | Mustatymui pries vit. 1x16 208 13 12 mén. 1000 | 16000 | 208000 | 16800 | 218400 | Pavadinimas:inhalation
ikvepiamyjy trees
(medziy) alergeny Katalogo Nr.:DP 3128-
ekstraktus. 1601 E
Inkubaciniai Iki galiojimo EURCIMMUN

5.2. | loveliai alergijy vnt. 1vnt 5 5 Iaikc? pabla igos | 400 4.00 20.00 4.20 21.00 Katalogo N ZD 9897-
tyrimams

0144
Antikiiny (IgE)
nustatymas prie§
6 ikvepiamuosius 200
' alergenus —
zoléms (ne maziau
10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN

6.1 | "ustatymuipries vit. 1x16 208 13 12 mén. 1000 | 160.00 | 208000 | 168.00 | 218400 | -avadinimas:inhalation
ikvepiamyjy grass and weeds
(Zoliy) alergeny Katalogo Nr.:DP 3129-
ekstraktus. 1601 E




Inkubaciniai

Gamintojas:

L y Iki galiojimo EUROIMMUN
6.2. iov_ehal alergijy vnt. lvnt 5 5 laiko pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
yrimams
0144
Antikiiny (IgE)
nustatymas prie§
7 ikvepiamuosius 200
alergenus -
gyviinus (ne
maziau 10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN
7., | ‘ustatymui pries vnt. 1x16 208 13 12 mén. 1000 | 160.00 | 2080.00 | 16800 | 218400 | PAvadinimas:inhalation
ikvepiamyjy animals
(gyviiny) alergeny Katalogo Nr.:DP 3130-
ekstraktus. 1601 E
L Gamintojas:
Inkubaciniai R
7.2. | loveliai alergiy vit. 1vnt 5 5 é'ﬁ'(g?)'éﬁﬁggs 400 | 400 20.00 420 21.00 E;’ggé’g"mg'\élj o807.
tyrimams
0144
Antikiiny (IgE)
nustatymas prie§
ikvepiamuosius
8. alergenus — 200
patalpy
alergenams (ne
maziau 10)
Reagentai IgE Gamintojas:
antikiiny EUROIMMUN
nustatymui pries Pavadinimas:Inhalation
8.1. ikvepiamyjy vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 indoor
(patalpy alergeny) allergens
alergeny Katalogo Nr.:DP 3131-
ekstraktus. 1601 E
L Gamintojas:
Inkubaciniai A
82. | loveliai alergiy vit. 1vnt 5 5 I;'I‘I'(g;';ﬁgggs 400 | 400 20.00 4.20 21.00 E;’tilgém"ﬁ'\ilj o507
tyrimams
0144
Antikiiny (IgA)
nustatymas prie§
g | dudiniy 500
transgliutaminaze
ir deamiduota
gliading.
Reagentai skirti Gamintojas:
antikiiny pries EURCIMMUN
9.1. gliading ir audiniy vnt. 1x16 512 32 12 mén. 22.50 360.00 11520.00 378.00 12096.00 | Pavadinimas: Coeliac
transgliutaminaze Disease Profile
nustatymui Katalogo nr.: DL 1910-
1601
o o Gamintojas:
92 | meubacinial vit. 1vnt 13 13 é'.ﬁ'«?i'éﬁ‘;.”g"& 400 | 400 | 5200 4.20 5460 | EUROIMMUN

Katalogo Nr.: ZD 9898-
0144




1 x 500

Iki galiojimo

Gamintojas:
EUROIMMUN

9.3. Plovimo tirpalas vnt. ml 1 1 laiko pabaigos 65.00 65.00 65.00 68.25 68.25 Pavadinimas: Setup Clean
Katalogo Nr.: ZG 0009-
0505
Reagentai
10 boreliozés IgM 500
' antikliny
nustatymui
Gamintojas:
Reagentai skirti EUROIMMUN

10, | (SManikiny pries vit. 1x32 512 16 12 men. 1500 | 480.00 | 768000 | 50400 | 806400 Eﬂ’g‘g[‘&?@_ﬁ?o&e’\'};’;

nustatymui Katalogo nr.: DN 2131-
3201 M
Gamintojas:
Inkubaciniai Iki galiojimo EUROIMMUN
102, | |l vnt. vnt 13 13 laiko pabaigos 4.00 4.00 52.00 420 54.60 Katalogo Nr.: ZD 9898-
0144
Reagentai
11 boreliozés I1gG 500
' antikiiny
nustatymui
Gamintojas:
Reagentai skirti EUROIMMUN

111, | (95 aaikiny pries vnt, 1x32 512 16 12 mén. 7o | 54400 | 870400 | 57120 | 913920 Eﬂ’;‘g[‘&?ﬁ’f}?"(zgg

nustatymui Katalogo nr.: DN 2131-
3201 G
o o Gamintojas:

112, | | hkpacinia vt nt 13 13 Iki galiojimo | 5 | 400 | 5200 420 5460 | EUROIMMUN

oveliai laiko pabaigos Katalogo Nr.: ZD 9898-
0144
Ikvepiamyjy
alergeny
12 nustatymas (ne 200

' maziau 30
specifiniy
alergeny)
Reagentai IgE
antikiiny Gamintojas:

121, | Mustatymui pries vit. 1x16 208 13 12 men. 2150 | 34400 | 447200 | 36120 | 469560 | CUROIMMUN
jkvrpiamuosius Pavadinimas:“Lebanon 2
alergeny Katalogo Nr.:DP 3123-
ekstraktus 1601-2 E
Inkubaciniai Iki galioji SSnF:i(gmahsA:UN

122. | loveliai alergijy vnt. 1vnt 5 5 Ia”'(g?);gla'ggs 4.00 4.00 20.00 4.20 2100 | 2tiogo Nr.: 2D 9897-
tyrimams 0144

Gamintojas:
P EUROIMMUN
133 | Plovimo tirpalas vit. 1 500 1 1 é'ﬁlf?'éﬁﬂ.rggs 6500 | 6500 | 65.00 68.25 68.25 | Pavadinimas: Setup Clean

Katalogo Nr.: ZG 0009-
0505




Antikiiny (IgG)
13. nustatymas prie§ 200
maisto antigenus
Gamintojas:
Reagentai skirti EUROIMMUN
13,1, | &G antikiny pries nt. 1x16 208 13 12 mén. 4500 | 72000 | 936000 | 756.00 | o9s2goo | PAvadinimas:
maisto alergenus myfoodprofile basic 1
nustatymui (54) Katalogo nr.: NP 7101-
1601-1 G
Inkubaciniai Iki galiojimo Sargg}aa'\sﬂ:UN
13.2. | loveliai alergijy vnt. lvnt 5 5 R . 4.00 4.00 20.00 4.20 21.00
tvri laiko pabaigos Katalogo Nr.: ZD 9897-
yrimams
0144
Antikiny (IgG)
14. nustatymas prie§ 200
maisto antigenus
Gamintojas:
Reagentai skirti EUROIMMUN
13.1. | &G antikiny pries vit. 1x16 208 13 12 men. 10750 | 17200 | 9996000 | 1806.00 | 2347800 | FRvadinimas:
maisto alergenus 0 myfoodprofile advanced 1
nustatymui (216) Katalogo nr.: NP 7124-
1604-1 G
L Gamintojas:
Inkubaciniai -
13.2. | loveliai alergijy vit. 1vnt 5 5 |;I:|I<3?)|;E2:ggs 1600 | 1600 | 80.00 16.80 84.00 Egggé’;"mg'\élj o807
tyrimams
0144
Gamintojas:
1x 500 Iki galiojimo EUROIMMUN
13.3. | Plovimo tirpalas vnt. mi 1 1 laiko pabaigos 65.00 65.00 65.00 68.25 68.25 Pavadinimas: Setup Clean
Katalogo Nr.: ZG 0009-
0505
Bendra
Bendra kaina EUR be PVM: kaina
Eur su
82407.00 PVM: 86527.35

Viesoji jstaiga Kauno miesto poliklinika
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Paulius Kibisa
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2 priedas prie pirkimo-pardavimo Sutarties Nr.

3 priedas prie pirkimo-pardavimo Sutarties Nr.



PATVIRTINTA
Viesyjy pirkimy tarnybos direktoriaus
2024 m. vasario 8 d. jsakymu Nr. 15-19
PREKIY PIRKIMO-PARDAVIMO SUTARTIES BENDROSIOS SALYGOS
1. PAGRINDINES SAVOKOS IR SUTARTIES AISKINIMAS

1.1. Savokos

1.1.1. Sioje Sutartyje didziaja raide rasomos savokos turi paskiau nurodytas reikimes:

1.1.1.1. Bendrosios salygos - Si Sutarties dalis, kuri vadinasi ,,Prekiy pirkimo-pardavimo sutarties Bendrosios
salygos*

1.1.1.2. PlrkeJas - asmuo, kuris Specialiosiose salygose yra jvardytas kaip Pirkéjas, isigyjantis Specialiosiose
salygose ir Sutarties prieduose nurodytas Prekes;

1.1.1.3. Pradinés sutarties verté - Specialiosiose salygose nurodyta verté (be PVM);

1.1.1.4. Prekés - Specialiosiose salygose ir Sutarties prieduose nurodytos prekés (prekiy pirkimas, nuoma,
finansiné nuoma (lizingas), pirkimas issimokétinai, numatant jas jsigyti ar to nenumatant), taip pat jsigyjamy
prekiy pristatymo, montavimo, diegimo ir kitos jy parengimo naudoti paslaugos (toliau - su Prekémis susijusios
paslaugos), jeigu Sios paslaugos tik papildo prekiy tiekima, kurias Tiekéjas jsipareigoja tiekti Pirkéjui pagal
Sutartj ir galiojanciy jstatymy bei kity teisés akty reikalavimus;

1.1.1.5. Prekiy perdavimo-priémimo aktas - dokumentas, kuriuo Tiekéjas perduoda, o Pirkéjas priima Prekes
ir kuriuo Salys patvirtina, kad pristatytos Prekeés atitinka nustatytus reikalavimus. Jeigu Sutartyje yra numatytas
Prekiy pristatymas dalimis, Prekiy perdavimo-priémimo aktas gali buti sudaromas dél kiekvienos dalies atskirai;
1.1.1.6. Prekiy trikumai - Prekiy perdavimo-priémimo metu ar Prekiy garantinio termino galiojimo metu
Pirkéjo ar (ir) trecCiyjy asmeny nustatyti Prekiy kokybés neatitikimai Sutarties ar (ir) jstatymy bei kity teisés
akty reikalavimams, Prekiy gedimai, paslépti defektai, veiklos sutrikimai ar pan., dél kuriy Prekiy nebuty galima
naudoti tam tikslui, kuriam Pirkéjas (jas) ketino naudoti, arba dél kuriy Prekiy naudingumas sumazéty taip, kad
Pirkéjas, apie tuos trukumus zinodamas, arba apskritai nebuty ty Prekiy pirkes, arba nebity uz Prekes mokéjes
tokio dydzio kaina;

1.1.1.7. Saskaita - Tiekéjo iSrasoma ir Pirkéjui apmokéjimui pateikiama saskaita faktlira, PVM saskaita faktira
ar kitas mokéjimo dokumentas uz Tiekéjo perduotas bei Pirkéjo priimtas Prekes. Jeigu Sutartyje yra numatytas
Prekiy pristatymas dalimis, Saskaita gali buti pateikiama dél kiekvienos dalies atskirai;

1.1.1.8. Specialiosios salygos - Sutarties dalis, kuri vadinasi ,,Prekiy pirkimo-pardavimo sutarties Specialiosios
salygos“ ir kurioje yra nurodytos konkretaus pirkimo objekto jsigijimg aptariancios salygos (tokios kaip Pradinés
sutarties verté, Prekiy tiekimo terminai ir pan.) bei kiti konkretls duomenys (tokie kaip Salys, Prekés ir pan.),
iSvardyti priedai, taip pat nurodyti Bendrujy salygy pakeitimai ir papildymai (jeigu tokie padaryti);

1.1.1.9. Susitarimas - tai dokumentas, kurj Salys sudaro keisdamos Sutarties salygas VP] leidziama apimtimi;
1.1.1.10. Sutarties kaina - pagal Sutart1 Tiekéjui mokétina galutiné suma, jskaitant visus privalomus mokescius
ir islaidas;

1.1.1.11. Sutarties salygos - Bendrosios salygos ir Specialiosios salygos kartu;

1.1.1.12. Sutartis - Prekiy pirkimo-pardavimo sutartis, kurig sudaro Sutarties salygos, Specialiosiose salygose
iSvardyti priedai ir Susitarimai;

1.1.1.13. Salis - Pirkéjas arba Tiekéjas, kiekvienas atskirai, priklausomai nuo konteksto;

1.1.1.14. Salys - Pirkéjas ir Tiekéjas kartu;

1.1.1.15. Tiekéjas - asmuo, kuris Specialiosiose salygose yra jvardytas kaip Tiekéjas, tiekiantis Specialiosiose
sglygose nurodytas Prekes;

1.1.1.16. VP| - Lietuvos Respublikos viesyjy pirkimy jstatymas.
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1.1.1.17. Kity Sutartyje didZigja raide rasomy savoky reikSmés yra nurodytos Sutarties tekste.

1.1.1.18. Sutartyje neapibréztos savokos suprantamos ir aiSkinamos taip, kaip jas apibrézia VP] ir kiti jstatymai
bei teisés aktai, galiojantys Sutarties sudarymo ir vykdymo metu.

1.1.1.19. Kitos Sutartyje vartojamos savokos ir terminai turi bendrine reikSme arba artimiausig Sutarties
pobiidZiui specialiaja reikSme, jei Sutartyje néra nustatyta ir paaiskinta kitokia jy reikSmé.

1.2. Sutarties aiskinimas

1.2.1. Sutartis yra sudaryta ir turi biiti aiSkinama pagal Lietuvos Respublikos teisés aktus.

1.2.2. Jei Bendrosios salygos ir (ar) Specialiosios salygos priestarauja VP| ir kity teisés akty reikalavimams,
taikomos VP] ir kity teisés akty nuostatos.

1.2.3. Diena Sutartyje reiskia kalendorine diena.

1.2.4. Darbo diena Sutartyje reiskia bet kurig diena, iSskyrus Sestadienj, sekmadienj ir Svenciy dienas Lietuvoje,
nurodytas Lietuvos Respublikos darbo kodekse.

1.2.5. Terminai pagal Sutartj yra skai¢iuojami metais, ménesiais, savaitémis, darbo dienomis, kalendorinémis
dienomis ir valandomis.

1.2.6. Kvalifikacija, rémimasis kity dkio subjekty pajégumais, Prekiy apimtis, perzilira suprantami taip, kaip
nustatyta VP| bei jj igyvendinanciuose teisés aktuose.

1.2.7. Jeigu Prekiy perdavimo-priémimo akto, kaip atskiro dokumento, reikalauti neprivaloma, Salys susitaria,
ir tai aiskiai nurodo Specialiosiose salygose, Prekiy perdavimo-priémimo aktu laikoma Saskaita. Tais atvejais,
kai iSrasoma Saskaita ir Prekiy perdavimo-priémimo aktas nepasirasomas, Sutarties nuostatos deél Prekiy
perdavimo-priémimo akto iSrasymo taikomos ir Saskaitos iSrasymui.

1.2.8. Informuoti, pranesti, jspéti arba atsakyti reiskia pateikti informacija, pranesima, jspéjima arba atsakyma
Bendrosiose ir (ar) Specialiosiose salygose nustatyta tvarka.

1.2.9. Patvirtinti reiskia pateikti patvirtinima rastu arba pasirasyti dokumenta be islygy ar su islygomis, isskyrus
atvejus, kai asmuo, pasirasydamas dokumenta, nurodo, jog atsisako jj patvirtinti.

1.2.10. Jeigu Sutartyje nenurodyta kitaip, zodziai, vartojami vienaskaitos forma taip pat reiskia ir daugiskaita
ir atvirksciai, vienos giminés Zodziai apima ir kitos giminés atitinkamus ZodZius, Zodis asmuo reiskia tiek fizinius,
tiek ir juridinius asmenis.

1.2.11. Jeigu Sutartyje nurodyta reikSmé skaiciais ir zodZziais skiriasi, vadovaujamasi Zodziais nurodyta
reiksSme.

1.2.12. Jei pateikiamos nuorodos j teisés aktus, turi buti taikomos aktualios teisés akty redakcijos, jeigu
nenurodyta kitaip.

1.3. Dokumenty virsenybé

1.3.1. Sutartj sudarantys dokumentai turi buti suprantami kaip papildantys vienas kita. Bet kokio Sutarties
dokumenty salygy neatitikimo ar neaiskumo atveju, toks neatitikimas ar neaiSkumas pasalinamas dokumentus
aiskinant tokia eilés tvarka:
1.3.1.1. Techniné specifikacija;
. Specialiosios salygos;
. Bendrosios salygos;
. Pirkimo dokumentai (iSskyrus technine specifikacija);
. Pasitlymas;

. Kiti Specialiosiose salygose iSvardinti priedai.
1. 3 2 Tuo atveJu kai Saliy Susitarimu yra kei¢iamos Sutarties salygos, naujai sutartos Sutarties salygos turi
virSenybe pries pakeistasias.
1.3.3. Jeigu Salys susitaria dél Sutarties salygy arba priedo papildymo nauja salyga, neatitikimo ar neaiskumo
atveju tokia salyga turi virsenybe atitinkamai kity Sutarties salygy arba kity to priedo salygy atzvilgiu.
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1.3.4. Jeigu Salys susitaria dél naujo priedo, Salys turi sutarti dél naujojo priedo jtraukimo j priedy sarasa vietos
ir jo reiksmés aiskinant Sutartj. Jeigu naujas priedas yra jterpiamas j priedy sarasa, jam turi bati suteikiamas
eilés numeris su vir$utiniu indeksu, atsiZvelgiant j priedy eiliSskuma ir svarba (pavyzdZiui, priedas Nr. 4').

2. SUTARTIES DALYKAS

2.1. Tiekéjas jsipareigoja Sutartyje nustatytomis salygomis ir tvarka perduoti Pirkéjui Prekes, atitinkancias
Sutartyje nustatytus reikalavimus, o Pirkéjas jsipareigoja priimti Sutarties salygas atitinkancias ir tinkamai
patiektas Prekes bei sumokeéti Tiekéjui Sutartyje nurodyta kaing Sutartyje nustatytomis salygomis ir tvarka.
2.2. Salys, vykdydamos Sutarti, isipareigoja laikytis visy Sutarties vykdymui taikytiny jstatymy bei kity teisés
akty reikalavimy. Salis turi teise reikalauti, kad kita Salis jvykdyty visus jstatymy bei kity teisés
akty reikalavimus, taikomus Sutarties vykdymui. Né viena is Sutarties salygy nereiskia ir negali biti aiSkinama
kaip Pirkéjo atsisakymas jstatymuose bei kituose teisés aktuose numatyty ir Sutartimi neaptarty Pirkéjo kity
teisiy ir garantijy, susijusiy su netinkamu Prekiy tiekimu ar jy kokybe, arba kaip Tiekéjo
atsisakymas jstatymuose bei kituose teisés aktuose numatyty ir Sutartimi neaptarty Tiekéjo kity teisiy ir
garantijy dél atlyginimo uz Prekes gavimo.

2.3. Tiekéjas privalo uztikrinti, kad Prekeés atitikty techninés specifikacijos reikalavimus ir Tiekéjo pasitlymo
salygas, buty kokybiskos, tiekiamos tinkamai ir laiku, laikantis Sutarties salygy taip, kad tai labiausiai atitikty
Pirkéjo interesus, pagal geriausius visuotinai pripazjstamus profesinius, techninius standartus ir praktika,
panaudodamas visus reikiamus jgudzius ir Zinias.

3. TIEKEJAS IR KITI SUTARTIES VYKDYMUI PASITELKIAMI ASMENYS
3.1. Kvalifikacija ir kiti Tiekéjo pasitlymu prisiimti jsipareigojimai

3.1.1. Tiekéjas atsako uz tai, kad visg Sutarties vykdymo laikotarpj Tiekéjas bity kompetentingas, patikimas ir
pajégus (iskaitant ukio subjekty, kuriy pajégumais remiasi Tiekéjas, pajégumus) jvykdyti Sutarties reikalavimus:
3.1.1.1. turéty teise verstis ta veikla, kuri yra reikalinga Sutarciai jvykdyti;

3.1.1.2. atitikty tiekéjy kvalifikacijai pirkimo dokumentuose nustatytus Sutarties tinkamam vykdymui butinus
reikalavimus bei neturéty pirkimo dokumentuose nustatyty pasalinimo pagrindy;

3.1.1.3. laikytysi Tiekéjo pasitlyme nurodyty jsipareigojimy, jskaitant, bet neapsiribojant - atitikty pirkimo
dokumentuose nustatytus kokybiniy kriterijy reikSmes ir parametrus;

3.1.1.4. uztikrinty nustatyty kokybés vadybos sistemos ir (arba) aplinkos apsaugos vadybos sistemos standarty
taikyma, jeigu to reikalaujama pirkimo dokumentuose, ir turéty ta patvirtinancius dokumentus;

3.1.1.5. atitikty nacionalinio saugumo interesus bei kilmés reikalavimus, jei tokie reikalavimai buvo numatyti
pirkimo dokumentuose.

3.1.2. Tuo atveju, kai Tiekéjas yra jungtinés veiklos partneriai, jie Pirkéjui uz Sutarties vykdyma atsako
solidariai. Jeigu Tiekéjas remiasi ukio subjekty pajégumais, siekdamas atitikti finansinio ir ekonominio
pajégumo reikalavimus, Tiekéjas su tokiais Tkio subjektais uz Sutarties vykdyma atsako solidariai (jeigu to buvo
reikalaujama pirkimo dokumentuose).

3.1.3. Tiekéjas taip pat atsako uz tai, kad Tiekéjas, Sutartj tiesiogiai vykdantys subtiekéjai ir specialistai atitikty
jiems jstatymy bei kity teisés akty ir (arba) pirkimo dokumenty nustatytus profesinés kvalifikacijos ir kitus
reikalavimus bei turéty teise verstis ta veikla, kuriai jie pasitelkiami.

3.2. Subtiekéjy bei specialisty pasitelkimas ir keitimas

3.2.1. Tiekéjas jsipareigoja uztikrinti, kad Sutartj vykdys pirkime pasidlyti ir kvalifikacijos bei kitus pirkimo
dokumentuose nustatytus reikalavimus atitinkantys subtiekéjai ir (ar) specialistai. Siy asmeny veiksmai vykdant
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Sutartj Tiekéjui sukelia tokias pacias pasekmes ir atsakomybe, kaip jo paties veiksmai. Tiekéjas atsako uz savo
subtiekéjy ir specialisty veiksmus ar neveikima.

3.2.2. Sutarties vykdymui pasitelkiami subtiekéjai ir (ar) specialistai (jeigu tokie pasitelkiami) nurodomi
Specialiosiose salygose.

3.2.3. Tiekéjas turi teise Sutarties vykdymui pasitelkti naujus, Specialiosiose salygose nenurodytus
subtiekéjus, kuriy pajégumais nesiremé pirkimo dokumentuose numatytiems kvalifikacijos reikalavimams
pagristi. Sudarius Sutartj, tadiau ne véliau negu Sutartis pradedama vykdyti, Tiekéjas jsipareigoja Pirkéjui
pranesti tuo metu zinomy subtiekéjy pavadinimus, kontaktinius duomenis ir jy atstovus. Pirkéjas taip pat
reikalauja, kad Tiekéjas ne véliau nei pries 5 (penkias) darbo dienas informuoty apie minétos informacijos
pasikeitimus bei naujy subtiekéjy pasitelkima visu Sutarties vykdymo metu. Pirkéjas (jeigu buvo taikoma
pirkimo dokumentuose) turi patikrinti, ar néra subtiekéjo pasalinimo pagrindy ir subtiekéjo atitiktj nacionalinio
saugumo interesams ir kilmeés reikalavimams. Jeigu subtiekéjo padétis neatitinka bet vieno iS nurodyty
reikalavimy, Pirkéjas reikalauja pakeisti Sj subtiekéja reikalavimus atitinkanciu subtiekéju. Pirkéjas per 5
(penkias) darbo dienas rastu informuoja Tiekéja apie leidima pasitelkti nauja subtiekéja, kurio pajégumais
Tiekéjas nesiremé pirkimo dokumentuose numatytiems kvalifikacijos reikalavimams pagristi. Pirkéjui sutikus,
Salys pasiraso Susitarima, kuris laikomas neatsiejama Sutarties dalimi.

3.2.4. Tiekéjas gali keisti Sutartyje nurodytus subtiekéjus ir (ar) specialistus Siame Sutarties poskyryje
nustatytais atvejais ir tvarka gaves Pirkéjo rasytinj sutikima.

3.2.5. Subtiekéjus, kuriy pajégumais Tiekéjas nesirémé pirkimo dokumentuose numatytiems kvalifikacijos
reikalavimams pagristi, Tiekéjas gali keisti savo nuozilira, apie tai rastu ne véliau, kaip pries 5 (penkias) darbo
dienas informuodamas Pirkéja. Pirkéjas (jeigu buvo taikoma pirkimo dokumentuose) turi patikrinti, ar néra
subtiekéjo pasalinimo pagrindy ir subtiekéjo atitiktj nacionalinio saugumo interesams ir kilmés reikalavimams.
Jeigu subtiekéjo padétis neatitinka bet vieno is nurodyty reikalavimy, Pirkéjas reikalauja pakeisti $j subtiekéja
reikalavimus atitinkanciu subtiekéju. Pirkéjas per 5 (penkias) darbo dienas rastu informuoja Tiekéja apie
leidima pakeisti subtiekéja. Pirkéjui sutikus, Salys pasiraso Susitarima, kuris laikomas neatsiejama Sutarties
dalimi.

3.2.6. Subtiekéjas, kurio pajégumais Tiekéjas rémési, kad atitikty pirkimo dokumentuose nustatytus
kvalifikacijos reikalavimus, gali bati keiciamas tik Siais atvejais:

3.2.6.1. kai subtiekéjui iskelta bankroto byla, pradétas bankroto procesas ne teismo tvarka, jis tampa nemokus
arba yra nemokumo tikimybé, sustabdo ukine veikla ar kai jstatymuose ir kituose teisés aktuose nustatyta tvarka
susidaro analogiska situacija;

3.2.6.2. kai subtiekéjas dél objektyviy priezasCiy (pavyzdziui, subtiekéjui atsisakius dalyvauti Sutarties
vykdyme, nutrukus teisiniams santykiams su Tiekéju ir pan.) nebegali vykdyti visy ar dalies Sutartyje numatyty
jsipareigojimuy.

3.2.6.3. Naujas subtiekéjas, kuris kei¢iamas vietoje subtiekéjo, kurio pajégumais Tiekéjas rémeési, kad atitikty
pirkimo dokumentuose nustatytus kvalifikacijos reikalavimus (toliau - naujas subtiekéjas), turi atitikti pirkimo
dokumentuose nustatytus reikalavimus dél pasalinimo pagrindy nebuvimo, keliamus kvalifikacijos reikalavimus,
Tiekéjo pasitilyme nurodyta keic¢iamo subtiekéjo kvalifikacija pirkimo dokumentuose nustatytiems kokybiniams
kriterijams pagrijsti ir nacionalinio saugumo interesus bei kilmés reikalavimus (jei taikoma).

3.2.7. Tiekéjo (ar subtiekéjy) specialistas, vykdysiantis Sutartj, gali buti pakeisti Siais atvejais:

3.2.7.1. Tiekéjo iniciatyva dél objektyviy priezasciy (pavyzdziui, atostogy, ligos, nutriikus darbo santykiams ir
pan.), pateikus duomenis apie numatoma naujai skirti specialista bei jo kvalifikacija ir atitiktj kitiems pirkimo
dokumentuose keliamiems reikalavimams patvirtinancius dokumentus;

3.2.7.2. Pirkéjo iniciatyva, jei Pirkéjas turi pagristy jtarimy, kad Tiekéjo Sutarties vykdymui paskirtas
specialistas nekompetentingas vykdyti nustatytas pareigas.

3.2.7.3. Naujas specialistas turi turéti ne Zemesne nei pirkimo dokumentuose specialistui keliama kvalifikacija,
Tiekéjo pasitilyme nurodyta keic¢iamo specialisto kvalifikacija pirkimo dokumentuose nustatytiems kokybiniams
kriterijams pagrjsti ir nacionalinio saugumo interesus bei kilmés reikalavimus, nurodytus pirkimo
dokumentuose (jei taikoma).
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3.2.8. Tiekéjas privalo ne véliau nei pries 5 (penkias) darbo dienas iki numatomo subtiekéjo, kurio pajégumais
Tiekéjas rémeési, kad atitikty pirkimo dokumentuose nustatytus kvalifikacijos reikalavimus, ar
specialisto keitimo pateikti Pirkéjui argumentuota rasytinj prasyma ir Siuos dokumentus:

3.2.8.1. prasyma pakeisti subtiekéja ar specialista, paaiskinant keitimo aplinkybe. Pirkéjas pasilieka teise
paprasyti jrodymuy, pagrindzianciy keitimo aplinkybe;

3.2.8.2. naujo subtiekéjo ar specialisto kvalifikacija, pasalinimo pagrindy nebuvima ir atitiktj nacionalinio
saugumo interesams bei kilmés reikalavimams jrodancius dokumentus pagal Sutarties reikalavimus.

3.2.9. Pirkéjas, gaves Tiekéjo prasyma su kitais Sutartyje nurodytais dokumentais, per 5 (penkias) darbo dienas
jvertina keitimo galimybes ir rastu informuoja Tiekéja apie leidima pakeisti subtiekéja ar specialista. Pirkéjui
sutikus, Salys pasiraso Susitarima, kuris laikomas neatsiejama Sutarties dalimi.

3.2.10. Naujas subtiekéjas ar specialistas gali pradéti vykdyti jiems Tiekéjo pavestus jsipareigojimus pagal
Sutartj ne anksciau, nei bus pasirasytas Susitarimas.

3.2.11. Tiekéjas privalo pakeisti subtiekéja ar specialista, jei paaiskéja, kad jis neatitinka jam pirkimo
dokumentuose keliamy reikalavimy.

3.2.12. Jei Tiekéjas pakeiCia esama arba pasitelkia nauja subtiekéjq ar specialista, negaves Pirkéjo rastisko
sutikimo, arba sutartinius jsipareigojimus pagal Sutartj vykdo subtiekéjai ar specialistai, neatitinkantys pirkimo
dokumentuose nustatyty kvalifikacijos reikalavimuy, reikalavimy dél pasalinimo pagrindy nebuvimo, atitikties
nacionalinio saugumo interesams bei kilmés reikalavimams (jei taikoma) ir Tiekéjo pasitilyme nurodyty salygy
pirkimo dokumentuose nustatytiems kokybiniams kriterijams pagristi (jei taikoma), Tiekéjui taikoma
Specialiosiose salygose nustatyto dydzio bauda.

3.3. Jungtinés veiklos partneriy keitimas

3.3.1. Tiekéjas, vykdantis Sutartj jungtinés veiklos pagrindu, turi teise atsisakyti jungtinés veiklos partnerio
(toliau - partneris), jei dél objektyviy ir pagristy aplinkybiy partneris nebegali vykdyti Sutarties, jskaitant, bet
neapsiribojant atvejais, kai partneris neatitinka VP] ar kity teisés akty nuostaty, kelia grésme nacionaliniam
saugumui, partneriui pritaikytos tarptautinés sankcijos kaip jos suprantamos Lietuvos Respublikos tarptautiniy
sankcijy jstatyme (toliau - Sankcijy jstatymas), partnerio sunki finansiné buklé, lemianti Sutarties nevykdyma
ir (ar) atsisakyma ja vykdyti ar atsirado kitos nenumatytos objektyvios priezastys, lemiancios partnerio
pasitraukima is jungtinés veiklos sutarties.

3.3.2. Tiekéjas, vykdantis Sutartj jungtinés veiklos pagrindu, turi teise pakeisti partnerj, jei dél reorganizavimo,
restruktirizavimo ar bankroto procediiry, pradinio partnerio teises ir pareigas visiskai arba is dalies perima kitas
partneris. Toks Tiekéjo pakeitimas negali lemti kity esminiy Sutarties pakeitimy ir taip negali buti siekiama
iSvengti VP] ir kity teisés akty taikymo.

3.3.3. Tiekéjas privalo ne véliau nei pries 10 (deSimt) darbo dieny iki numatomo partnerio keitimo arba
atsisakymo pateikti Pirkéjui argumentuota rasytinj prasyma ir Siuos dokumentus:

3.3.3.1. prasyma pakeisti Tiekéjo sudétj ir jrodymus, pagrindziancius bent vieng partnerio atsisakymo ar keitimo
aplinkybe, nurodyta Sutartyje;

3.3.3.2. naujos jungtinés veiklos sutarties ar esamos jungtinés veiklos sutarties pakeitimo kopija, kurioje, jeigu
partneris pasitraukia, turi buti nurodyta, kad pasitraukianciojo partnerio jsipareigojimus visa apimtimi perima
pasiliekantis jungtinés veiklos partneris (toliau - pasiliekantysis partneris);

3.3.3.3. pasiliekanciojo ar naujai pasitelkiamo partnerio kvalifikacija patvirtinancius dokumentus. Visais
atvejais pasiliekanciojo partnerio ar naujai pasitelkto partnerio kvalifikacija turi blti ne Zemesné nei
pasitraukianciojo partnerio (atitinkanti pirkimo dokumentuose nustatytus kvalifikacijos reikalavimus, kuriuos
atitiko pasitraukiantysis partneris, ir atitinkanti pasitraukianciojo partnerio pasililyme nurodyta specialisty
kvalifikacijq ir kitas sglygas pirkimo dokumentuose nustatytiems kokybiniams kriterijams pagristi (jei taikoma).
Jei pasitelkiamas naujas partneris, taip pat, vadovaujantis pirkimo dokumentuose nurodytais reikalavimais,
pateikiami dokumentai, pagrindziantys pasitelkiamo partnerio pasalinimo pagrindy nebuvima ir
atitiktj nacionalinio saugumo interesams bei kilmeés reikalavimams (jei taikoma).
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3.3.4. Pirkéjas, gaves Tiekéjo prasyma su kitais Sutartyje nurodytais dokumentais, per 10 (desimt) darbo dieny
jvertina keitimo galimybes ir rastu informuoja Tiekéja apie Sutarties nutraukima arba apie leidima atsisakyti ar
pakeisti partnerj. Pirkéjui sutikus, Salys pasiraso Susitarima, kuris laikomas neatsiejama Sutarties dalimi.

3.4. Susitarimai dél tiesioginio atsiskaitymo su subtiekéjais

3.4.1. Subtiekéjams pageidaujant, Pirkéjas su jais atsiskaitys tiesiogiai. Pirkéjas numato tiesioginio atsiskaitymo
galimybe su Sutartyje nurodytais subtiekéjais tokiomis salygomis ir tvarka:

3.4.1.1. sudarius Sutartj, Tiekéjas ne véliau negu Sutartis pradedama vykdyti, jsipareigoja Pirkéjui rastu
pateikti tuo metu Zinomy subtiekéjy pavadinimus, kontaktinius duomenis ir jy atstovus. Pirkéjas taip pat
reikalauja, kad Tiekéjas informuoty apie minétos informacijos pasikeitimus bei naujy subtiekéjy pasitelkima
visu Sutarties vykdymo metu;

3.4.1.2. Pirkéjas ne véliau kaip per 3 (tris) darbo dienas nuo Bendryjy salygy 3.4.1.1 punkte nurodytos
informacijos gavimo dienos rastu informuoja subtiekéjus apie tiesioginio atsiskaitymo galimybe;

3.4.1.3. subtiekéjas, norédamas pasinaudoti tokia galimybe, rastu pateikia prasyma Pirkéjui. Kai subtiekéjas
iSreiskia nora pasinaudoti tiesioginio atsiskaitymo galimybe, sudaroma trisalé sutartis tarp Pirkéjo, Tiekéjo ir
Sio subtiekéjo, kurioje aprasoma tiesioginio atsiskaitymo su subtiekéju tvarka, atsizvelgiant j Sutartyje ir
subtiekimo sutartyje nustatytus reikalavimus;

3.4.1.4. tiesioginio atsiskaitymo su subtiekéjais galimybé nekeicia Tiekéjo atsakomybés dél Sutarties jvykdymo.

4. SALIYU BENDRADARBIAVIMAS
4.1. Saliy bendradarbiavimo pareiga

4.1.1. Vykdydamos Sutartj, Salys privalo maksimaliai bendradarbiauti ir operatyviai keistis informacija, taip pat
pateikti viena kitai rasytinius pranesimus nedelsiant apie tai, kad atsirado ar egzistuoja bet koks jvykis, salyga
ar aplinkybé, kuri gali paveikti Sutarties vykdyma ar salygoti jos pazeidima.

4.1.2. Salys jsipareigoja uztikrinti, kad viena kitai teiks dokumentus ir (ar) kita informacija, kurie yra biitini
Saliy tinkamam jsipareigojimy jvykdymui pagal Sutart;.

4.1.3. Jeigu Salis susiduria su Sutarties vykdymo kliGitimi, ji turi nedelsdama, bet ne véliau kaip per 5 (penkias)
darbo dienas, jspéti kita Salj apie tokias klittis ir imtis visy nuo jos priklausanciy protingy priemoniy toms
kliGitims pasalinti.

4.2. Kontaktiniai asmenys

4.2.1. Kiekviena i§ Saliy Sutarties sudarymo metu privalo paskirti kontaktinj asmenij, atsakinga uZ Sutarties
vykdyma (pavyzdziui, Prekiy priémima, uzsakymy teikima ir gavima ir kt.), ir nurodyti jy kontaktinius duomenis
Specialiosiose salygose.

4.2.2. Tuo atveju, kai Salis nori atSaukti paskirtajj kontaktinj asmenj ir paskirti kita asmenj arba nori paskirti
kita asmenj laikinai vykdyti kontaktinio asmens funkcijas kontaktinio asmens laikino negaléjimo vykdyti savo
funkcijas laikotarpiu, Salis privalo i§ anksto apie tai informuoti kita Salj ir pateikti kitai Saliai tokio asmens
kontaktinius duomenis: varda, pavarde, el. pastg ir telefono numeri.

4.2.3. Tuo atveju, kai paaiskéja, kad Salies kontaktinis asmuo laikinai negali vykdyti savo pareigy (dél ligos,
traumos ar kity nenumatyty priezasciy), Salis privalo nedelsdama, bet ne véliau nei kita darbo diena, paskirti
kita kontaktinj asmeni laikinai vykdyti kontaktinio asmens funkcijas ir pranesti apie tai kitai Saliai. Kei¢iant
kontaktiniy asmeny funkcijas atliekancius asmenis Susitarimas, vadovaujantis Bendryjy salygy 20.5 punktu,
nesudaromas.

5. SUTARTIES VYKDYMO METU PATEIKIAMI DOKUMENTAI



5.1. Jeigu Tiekéjas turi parengti ir (ar) pateikti Pirkéjui Prekiy naudojimo instrukcijas, jos turi bati aiskios ir
detalios, kad Pirkéjas, vadovaudamasis jomis, galéty tinkamai naudoti patiektas Prekes.

5.2. Tuo atveju, kai pagal Sutartj turi buti vykdomi mokymai ir (arba) atliekami bandymai, Tiekéjas privalo
perduoti Pirkéjui naudojimo instrukcijas pries tokius mokymus ir (arba) bandymus, o po mokymuy ir (arba)
bandymy patikslinti ir papildyti naudojimo instrukcijas, atsizvelgdamas j mokymy ir (arba) bandymy eigq ir
rezultatus.

5.3. Jei Prekiy naudojimui butiniems dokumentams reikalingas vertimas, su tuo susijusios iSlaidos tenka
Tiekéjui. Jei Tiekéjas Prekiy naudojimui bdtinus dokumentus vercia savarankiskai, jis atsako uz siy dokumenty
vertimo tiksluma.

6. PREKIU TIEKIMO PABAIGA IR PREKIY PRIEMIMAS
6.1. Prekiy tiekimo pabaiga

6.1.1. Prekiy tiekimas laikomas uzbaigtu, kai yra jvykdytos visos Sios salygos:

6.1.1.1. Tiekéjas pristaté visas Prekes pagal Sutarties ir jstatymy bei kity teisés akty reikalavimus (ir kai
suteiktos visos su Prekémis susijusios paslaugos, jei to reikalaujama),

6.1.1.2. Tiekéjas perdave Pirkéjui visa reikalinga dokumentacija, jskaitant naudojimo instrukcijas ir garantijas
(jei to reikalaujama),

6.1.1.3. Tiekéjas apmoke Pirkéjo personala, kaip naudoti Prekes (jeigu to reikalaujama),

6.1.1.4. buvo jformintas Prekiy perdavimo-priémimo aktas ar Prekiy perdavimo-priémimo aktai, jei numatytas
Prekiy pristatymas dalimis, ar kitas Sutartyje numatytas dokumentas, nuo kurio pasirasymo laikoma, kad Prekés
buvo priimtos,

6.1.1.5. Tiekéjas jvykde kitas salygas, numatytas jstatymuose bei kituose teisés aktuose, Sutartyje ir
pasitlyme, kurios turi biti jvykdytos tam, kad bity laikoma, jog Prekiy tiekimas yra uzbaigtas, ir pateiké Pirkéjui
tai jrodancius dokumentus.

6.2. Prekiy perdavimas-priémimas

6.2.1. Tiekéjas privalo pristatyti ir perduoti Prekes Pirkéjui, o Pirkéjas privalo kokybiskas ir Sutarties bei
istatymy ir kity teisés akty reikalavimus atitinkancias Prekes priimti. Prekés pristatomos Specialiosiose salygose
nurodytais terminais ir adresu, pristatyma iS anksto suderinus su Pirkéju.

6.2.2. Prekés perduodamos Salims pasirasant Prekiy perdavimo-priémimo akta, kuris pasirasomas 2 (dviem)
vienoda teisine galig turinCiais egzemplioriais (iSskyrus atvejus, kai Prekiy perdavimo-priémimo aktas
pasiraSomas saugiu elektroniniu parasu), po viena kiekvienai Saliai. Jeigu Prekiy perdavimo-priémimo akto, kaip
atskiro dokumento, reikalauti neprivaloma, Salys susitaria, ir tai aiSkiai nurodo Specialiosiose salygose, Prekiy
perdavimo-priémimo aktu laikoma Saskaita.

6.2.3. Tiekéjui pristacius Prekes, Pirkéjas atlieka jy patikrinimga ir privalo:

6.2.3.1. ne véliau kaip per 5 (penkias) darbo dienas nuo faktinio Prekiy perdavimo priimti Prekes,
pasirasydamas Prekiy perdavimo-priémimo akta; arba

6.2.3.2. priimti Prekes su islygomis, pasiraSydamas Prekiy perdavimo-priémimo akta ir Prekiy patikrinimo metu
sudaryta defekty akta, kuriame Pirkéjas privalo nurodyti per Prekiy priemima pastebétus Prekiy ar pateikiamy
Tiekéjo dokumenty trakumus ir ty trakumy pasalinimo tvarka (toliau - Defekty aktas); arba

6.2.3.3. atsisakyti priimti Prekes ar jy dalj ir jteikti (arba iSsiysti) Defekty akta Tiekéjui dél netinkamy Prekiy
ar jy dalies.

6.2.4. Prekiy perdavimo-priémimo akte turi buti nurodoma data, kada Tiekéjas pristaté visas Prekes (ar
atitinkama jy dalj, kai Sutartyje numatytas pristatymas dalimis) ir pateiké visus reikiamus dokumentus.
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6.2.5. Prekes, neatitinkancias Sutarties, jstatymy bei kity teisés akty (jei taikoma) reikalavimuy, Tiekéjas privalo
atsiimti savo saskaita per Pirkéjo Defekty akte nustatyta terming, taip pat Pirkéjo reikalavimu atlyginti tokiy
Prekiy saugojimo islaidas.

6.2.6. Jeigu nustatoma Prekiy trikumy, kurie nereiskia neatitikimo Sutartyje nustatytiems reikalavimams, ir jy
pasalinimas netrukdo Pirkéjui naudotis Prekémis pagal paskirtj, Pirkéjas gali priimti Prekes su islygomis, sudaryti
Defekty akta ir nustatyti protingus terminus Tiekéjui pasalinti Prekiy triikumus. Tiekéjas privalo pasalinti Prekiy
trikumus per Pirkéjo nurodytus protingus terminus, vadovaudamasis Bendryjy salygy 7.3 poskyriu ,,Prekiy
trukumy salinimas“. Jeigu Tiekéjas praleidzia Prekiy trikumy pasalinimo terminus, taikomos Bendrujy salyguy
7.4 poskyrio ,,Pirkéjo teisés, Tiekéjui nepasalinus Prekiy trikumy“ nuostatos.

6.2.7. Jeigu Pirkéjas per 5 (penkias) darbo dienas nepateikia (neissiuncia) Tiekéjui Defekty akto, laikoma, kad
Pirkéjas Prekes priéemé ir joms pretenzijy neturi.

6.2.8. Prekiy praradimo ar sugadinimo ar atsitiktinio zuvimo rizika Pirkéjui iS Tiekéjo pereina nuo faktinio Prekiy
priémimo momento.

6.2.9. Pirkéjas turi teise naudotis Prekémis tik po Prekiy perdavimo-priémimo akto pasirasymo.

6.2.10. Jeigu Tiekéjas Prekes pristaté per Specialiosiose sglygose nustatyta Prekiy pristatymo terming, taciau
jos turi trikumy ir Tiekéjas siy trukumy neistaiso iki Specialiosiose salygose nurodyto Prekiy pristatymo termino
pabaigos, Tiekéjui iki tinkamy Prekiy pristatymo dienos taikomos Specialiosiose salygose nurodyto dydzio
netesybos.

7. TIEKEJO GARANTINIAI |SIPAREIGOJIMAI
7.1. Garantiniai terminai (jei taikoma)

7.1.1. Prekéms taikomas teisés aktuose nustatytas ir (ar) gamintojo taikomas garantinis terminas, jeigu
Techninéje specifikacijoje ar Specialiosiose salygose néra nurodytas kitas garantinis terminas. Jeigu garantinis
terminas néra niekur nustatytas, Prekéms taikomas 24 (dvidesimt keturiy) ménesiy garantinis terminas.
Garantinis terminas pradedamas skaiciuoti nuo pristatyty Prekiy perdavimo-priémimo akto pasirasymo dienos.
7.1.2. Garantiniai terminai sustabdomi tiek laiko, kiek Pirkéjas negali tinkamai naudoti Prekiy dél nustatyty
Prekiy trikumy, uz kuriuos atsako Tiekéjas. Jeigu Pirkéjas dél Prekiy trikumy negali naudoti tik apibréztos
Prekiy dalies, garantiniai terminai sustabdomi tik tokios dalies atzvilgiu.

7.1.3. Tiekéjas neatsako uz Prekiy trukumus, kurie atsirado dél Prekiy normalaus susidévéjimo, jy netinkamo
naudojimo ar priezituros arba Pirkéjo, jo personalo arba treciyjy asmeny kaltés, su salyga, kad néra Tiekéjo
kaltés dél tokiy Prekiy trukumy, Prekiy netinkamo naudojimo ar priezidros.

7.2. Pretenzijos dél Prekiy trikumy

7.2.1. Pirkéjas, per garantinius terminus nustates Prekiy trukumuy, turi nedelsdamas, bet ne véliau nei per 30
(trisdesimt) dieny ir ne véliau nei iki garantinio termino pabaigos, pareiksti rasytine pretenzija Tiekéjui ir
nustatyti protingus terminus, jeigu jy néra nustatyta Specialiosiose salygose, Prekiy trikumams pasalinti.
7.2.2. Tiekéjas privalo neatlygintinai pasalinti visus Prekiy trukumus, uz kuriuos atsako Tiekéjas, per Pirkéjo
pretenzijoje nustatytus protingus terminus, jeigu konkretds terminai néra nustatyti Specialiosiose salygose,
kurie skai¢iuojami nuo pretenzijos gavimo dienos.

7.2.3. Jei Tiekéjas nepripaZista Prekiy trikumuy, kiekviena i$ Saliy gali kreiptis dél nepriklausomos ekspertizés
atlikimo. Jei Tiekéjas ilgiau nei 10 (desimt) dieny nuo Pirkéjo kreipimosi neatsako / nepasitelkia nepriklausomo
su Pirkéju suderinto (Pirkéjas negali nepagristai neduoti pritarimo Tiekéjui pasitelkti sitiloma eksperta eksperto
ginCui spresti ar (ir) jei gincas uztruko ilgiau nei 30 (trisdesimt) dieny nuo Pirkéjo pirmojo kreipimosi), tai
Pirkéjas turi teise savarankiskai kreiptis dél ekspertizés atlikimo pries tai suderines su Tiekéju nepriklausomo
eksperto kandidatlira. Tokiu atveju ekspertizeés islaidas padengia:

7.2.3.1. jei Prekes atitinka Sutartyje nurodytus reikalavimus - Pirkéjas;
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7.2.3.2. jei Prekés neatitinka Sutartyje nurodyty reikalavimy - Tiekéjas.
7.3. Prekiy trikumy salinimas

7.3.1. Tiekéjas privalo pasalinti Prekiy trikumus, sutaisydamas Prekes ar jy dalj arba pakeisdamas Preke nauja
Preke ar jos dalimi.

7.3.2. Pirkéjas privalo suteikti prieigg Tiekéjui atlikti Prekiy trikumy pasalinima, kad Tiekéjas galéty atlikti tai
per nustatytus terminus. Jei Prekiy trukumai Salinami Prekiy naudojimo vietoje, Pirkéjas ir Tiekéjas privalo
susitarti dél Prekiy trukumy salinimo laiko.

7.3.3. Sutaisytoje Prekiy dalyje pakartotinai nustacius Prekiy trikumy, Tiekéjas privalo pakeisti Prekes
naujomis kokybiskomis Prekémis, nebent Pirkéjas rastu sutikty Prekes dar kartg taisyti.

7.3.4. Pasalinus Prekiy trikumus, garantinis terminas sutaisytajai Prekiy daliai ar naujoms Prekéms vél
pradedamas skaiciuoti nuo tinkamai sutaisyty ar pakeisty Prekiy (ar jy daliy) perdavimo Pirkéjui dienos.

7.3.5. Jeigu Prekiy trikumy salinimas gali turéti jtakos Prekiy funkcionalumui, Pirkéjas gali pareikalauti Tiekéjo
pakartotinai atlikti bandymus, atliktus pagal Sutartj (jei tokie buvo numatyti). Pirkéjas privalo rastu pateikti
Tiekéjui tokj reikalavima per 30 (trisdeSimt) dieny po Prekiy trikumy pasalinimo. Tokie bandymai atliekami
pagal anksciau atlikty bandymy salygas, isskyrus tai, kad jie visais atvejais turi buti atliekami Tiekéjo rizika ir
saskaita.

7.3.6. Tiekéjas, pasalines visus Prekiy trikumus, privalo apie tai informuoti Pirkéja.

7.3.7. Pirkéjas per 5 (penkias) darbo dienas po Tiekéjo pranesimo apie Prekiy trukumy pasalinima gavimo privalo
patikrinti triikumus, nurodytus Defekty akte arba Pirkéjo pretenzijoje, ir rastu patvirtinti, kurie Prekiy trukumai
buvo pasalinti.

7.4. Pirkéjo teisés, Tiekéjui nepasalinus Prekiy trakumy

7.4.1. Jeigu Tiekéjas atsisako pasalinti arba nepasalina Prekiy trikumy per Pirkéjo nustatytus protingus
terminus, Pirkéjas turi teise:

7.4.1.1. pasalinti Prekiy trOkumus pats arba pasamdydamas treciuosius asmenis, iS anksto apie tai
informuodamas Tiekéja, ir pareikalauti Tiekéjo atlyginti Prekiy ekspertizés bei Prekiy trikumy salinimo islaidas
ir padengti patirtus nuostolius; arba

7.4.1.2. reikalauti sumazinti Tiekéjui mokéting suma ir grazinti dél Sios sumos sumazinimo susidariusig permoka
per 30 (trisdeSimt) dieny nuo Tiekéjui nustatyto termino pasalinti Prekiy trukumus pabaigos; arba

7.4.1.3. grazinti Prekes Tiekéjui ir nemokéti uz tokias Prekes ar reikalauti grazinti uz Prekes sumokéta suma
bei nutraukti Sutartj.

7.4.2. Tiekéjui pagal Sutartj mokétina suma sumazinama tiek, kiek sumazéja Prekiy verté Pirkéjui dél Prekiy
trukumy. | Prekiy vertés sumazéjima, be kita ko, jskaiCiuojamos Pirkéjo islaidos Prekiy trikumy jvertinimui ir
salinimui, Prekiy vertés sumazéjimas, Pirkéjo esamy ar basimy islaidy Prekiy eksploatavimui padidéjimas (jeigu
tokios islaidos buvo vertinamos pirkimo metu).

7.4.3. Tiekéjas privalo patenkinti Pirkéjo pagal Bendrujy salygy 7.4.4 punkta pareiksta piniginj reikalavima per
30 (trisdesimt) dieny arba per ilgesnj Pirkéjo reikalavime nurodyta protinga termina.

7.4.4. Uz vélavima pasalinti Prekiy trikumus Pirkéjas privalo reikalauti Tiekéjo sumokéti Specialiosiose salygose
nustatyto dydzio netesybas.

8. PRISTATYMO TERMINAI
8.1. Pristatymo terminai ir Prekiy tiekimo grafikas

8.1.1. Tiekéjas privalo pristatyti Prekes laikydamasis terminu, nurodyty Specialiosiose salygose.
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8.1.2. Jei taikytina, Pirkéjas privalo ne véliau kaip per 14 (keturiolika) darbo dieny nuo Sutarties jsigaliojimo
arba per kita pirkimo dokumentuose nurodyta terming parengti ir pateikti Tiekéjui suderinimui Prekiy tiekimo
grafika (toliau - Grafikas).

8.1.3. Jei aktualu, Grafike turi buti pazyméta, kurios Prekés gali biiti pristatomos lygiagreciai, o kurios gali biti
pristatomos tik numatytu eilisSkumu.

8.2. Netesybos uz Prekiy pristatymo vélavima

8.2.1. Jeigu Tiekéjas praleidzia Prekiy pristatymo terminus, nustatytus Specialiosiose salygose, Tiekéjui iki
Prekiy pristatymo datos taikomos Specialiosiose salygose nurodyto dydzio netesybos.

8.2.2. Tiekéjui praleidus Prekiy dalies pristatymo termina, netesybos skai¢iuojamos nuo Prekiy dalies
pristatymo termino pabaigos (nejskaitytinai) iki Prekiy dalies pristatymo datos (jskaitytinai), nustatytos pagal
Prekiy perdavimo-priémimo aktus.

8.2.3. Jei Tiekéjui pagal Sig Sutartj yra priskaic¢iuotos netesybos, Pirkéjo uz Prekes mokétina suma mazinama
priskai¢iuoty netesyby suma. Taip pat Pirkéjas turi teise priskaiCiuotas netesybas vienasaliskai iSskaicCiuoti is
bet kokiy Tiekéjui atliekamy mokéjimy teisés akty nustatyta tvarka, pranesant Tiekéjui rastu apie tokiy
netesyby jskaityma.

9. PRIEVOLIY PAGAL SUTART] [VYKDYMO UZTIKRINIMO BUDAI

Saliy prievoliy pagal Sutartj jvykdymas yra uztikrinamas Specialiyjy salygy 8 skyriuje nurodytais prievoliy pagal
Sutartj jvykdymo uztikrinimo btdais, Bendryjy salygy 10 skyriuje nustatyta sutartiniy jsipareigojimy jvykdymo
uztikrinimo tvarka, Bendryjy salygy 12.1.3 punkte nurodytu avanso uztikrinimu (jeigu Specialiosiose salygose
yra nurodytas avanso dydis ir yra reikalaujama avanso uztikrinimo), Specialiyjy salygy 9 skyriuje nurodytomis
netesybomis.

10. SUTARTIES |VYKDYMO UZTIKRINIMAS (JEI TAIKOMA)

10.1. Sio skyriaus nuostatos taikomos tuomet, jei Specialiosiose salygose numatyta, kad tinkamam Sutarties
ivykdymui uztikrinti Tiekéjas turi pateikti banko garantija arba draudimo bendroveés laidavimo draudimo rasta
arba kita Specialiosiose salygose nurodyta sutartiniy jsipareigojimy jvykdymo uztikrinima.

Pastaba. Kai Specialiosiose salygose nurodoma, kad Pirkéjas reikalauja pateikti kredito unijos iSduota Sutarties
jvykdymo uztikrinima, Sio skyriaus nuostatos taikomos pagal poreikj ir Pirkéjas gali nusimatyti papildomus
reikalavimus Specialiosiose salygose tokio Sutarties jvykdymo uztikrinimo pateikimui, atitinkancius jstatymy bei
kity teisés akty nuostatas.

10.2. Tiekéjas privalo pateikti Pirkéjui Specialiosiose salygose nurodytos risies ir dydzio Sutarties jvykdymo
uztikrinima - pirmo pareikalavimo banko garantija arba draudimo bendrovés laidavimo draudimo rasta (kartu su
draudimo bendrovés laidavimo draudimo rastu turi bati pateiktas ir pasirasytas draudimo liudijimas (polisas) bei
dokumentas, jrodantis, kad draudimo jmoka uz iSduota laidavimo draudimo rasta yra sumokéta), atitinkantj
Bendryju salygy 10 skyriuje nurodytas salygas, per Specialiosiose salygose nustatyta terming (toliau - Sutarties
jvykdymo uztikrinimas).

10.3. Jei Tiekéjas nepateikia Pirkéjui Sutartyje nustatytos vertés Sutarties jvykdymo uztikrinimo per Sutartyje
nustatyta terming, laikoma, kad Tiekéjas atsisaké sudaryti Sutartj ir Pirkéjas turi teise VP| nustatyta tvarka
pasiulyti sudaryti Sutartj kitam tiekéjui.

10.4. Pries pateikdamas Sutarties jvykdymo uztikrinima, Tiekéjas gali prasyti Pirkéjo patvirtinti, kad Pirkéjas
sutinka priimti Tiekéjo sitiloma Sutarties jvykdymo uztikrinima. Tokiu atveju, Pirkéjas privalo atsakyti Tiekéjui
ne véliau kaip per 3 (tris) darbo dienas nuo Tiekéjo prasymo gavimo dienos.

10.5. Sutarties jvykdymo uztikrinime bankas (draudimo bendrové) privalo neatSaukiamai ir besalygiskai
isipareigoti ne véliau kaip per 15 (penkiolika) dieny nuo Pirkéjo rastisko pranesimo apie Tiekéjo Sutartyje
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nustatyty prievoliy pazeidima, dalinj ar visiska jy nevykdyma arba netinkama vykdyma gavimo dienos, sumokeéti
Pirkéjui Sutarties jvykdymo uZztikrinime nurodyta suma, pinigus pervedant j Pirkéjo saskaita.

10.6. Sutarties jvykdymo uZztikrinime negali biti nurodyta, kad bankas (draudimo bendrové) atsako tik uz
tiesioginiy nuostoliy atlyginima. Bankas (draudimo bendrove) neturi teisés reikalauti, kad Pirkéjas pagristy savo
reikalavima. Pirkéjas pranesime bankui (draudimo bendrovei) nurodo, kad Sutarties jvykdymo uztikrinimo suma
jam priklauso dél to, kad Tiekéjas is dalies ar visisSkai nejvykdé Sutarties ir (arba) ji buvo nutraukta dél Tiekéjo
kaltés. Pirkéjas nejsipareigoja jrodyti realiai patirty nuostoliy ir Tiekéjas, pasiraSydamas Sutartj ir pateikdamas
Sutarties jvykdymo uztikrinima, patvirtina, kad Sutarties jvykdymo uztikrinimo suma laikytina minimaliais
nejrodinéjamais Pirkéjo nuostoliais.

10.7. Sutarties jvykdymo uztikrinimas turi jsigalioti ne véliau negu jo pateikimo Pirkéjui diena.

10.8. Sutarties jvykdymo uztikrinimo suma turi bati nurodoma ir iSmokama eurais.

10.9. Sutarties jvykdymo uztikrinimas turi bdti surasytas lietuviy arba kita kalba (esant Pirkéjo prasymui, turi
bati pateiktas vertimas j lietuviy kalba).

10.10. Sutarties jvykdymo uztikrinime nurodytas jo galiojimo terminas turi blti ne trumpesnis nei Sutarties
galiojimo terminas.

10.11. Jeigu Sutarties trukmé yra ilgesné nei 1 (vieneri) metai, Tiekéjas turi teise pateikti 1 (vienerius) metus
galiojantj Sutarties jvykdymo uztikrinima, taciau privalo pratesti Sutarties jvykdymo uztikrinimo terming arba
pateikti nauja Sutarties jvykdymo uztikrinima ne véliau kaip pries 10 (desimt) darbo dieny iki Sutarties jvykdymo
uztikrinimo galiojimo termino pabaigos.

10.12. Jeigu Sutartyje nustatytomis salygomis Prekiy pristatymo terminas yra pratesiamas arba nukeliamas dél
Sutarties sustabdymo arba pristatyti Prekes arba taisyti Prekiy trukumus yra véluojama, Tiekéjas privalo
uztikrinti Sutarties jvykdymo uztikrinimo galiojima visg Sutarties galiojimo laikotarpj ir ne véliau kaip iki
Sutarties jvykdymo uztikrinimo galiojimo termino pabaigos privalo Pirkéjui pateikti nauja arba pratesta
Sutarties jvykdymo uztikrinima.

10.13. Tiekéjui laiku nepratesus Sutarties jvykdymo uztikrinimo galiojimo termino arba nepateikus naujo
Sutarties jvykdymo uztikrinimo, Pirkéjas turi teise reikalauti Specialiosiose salygose nustatyto dydzio netesyby
uz kiekvieng pradelsta diena.

10.14. Pirkéjas nepriima Sutarties jvykdymo uztikrinimo ir (ar) laiko jj negaliojanciu, ir (ar) kreipiasi  Tiekéja
dél naujo Sutarties jvykdymo uztikrinimo pateikimo Pirkéjui, o Tiekéjas privalo Sutarties jvykdymo uztikrinima
pateikti per trumpiausiai jmanoma terming, jei Sutarties jvykdymo uztikrinimas neatitinka Sutartyje keliamy
reikalavimy arba Pirkéjas turi informacijos, susijusios su Sutarties jvykdymo uztikrinimg iSdavusio banko
(draudimo bendrovés) veiklos sustabdymu arba galimu veiklos sustabdymu (jskaitant nemokuma, likvidavima ar
teisinés apsaugos taikymo proceddras).

10.15. Jei Tiekéjas pazeidzia Sutartimi nustatytus jsipareigojimus, dalinai ar visiskai jsipareigojimy nevykdo (ar
juos vykdo ne pagal Sutarties salygas), Pirkéjas gali pasinaudoti Sutarties jvykdymo uztikrinimu. Tiekéjas,
siekdamas toliau vykdyti Sutarties jsipareigojimus, privalo per 10 (deSimt) darbo dieny nuo pranesimo apie
Sutarties jvykdymo uztikrinimo sumokéjima Pirkéjui pranesimo gavimo dienos pateikti Pirkéjui nauja
Specialiosiose salygose nurodyto dydzio Sutarties jvykdymo uztikrinima.

10.16. Pirkéjas gali pasinaudoti Sutarties jvykdymo uztikrinimu, esant bet kuriai iS Zemiau nurodyty aplinkybiy:
10.16.1. Tiekéjas nejvykde, nevykdo arba netinkamai vykdo savo jsipareigojimus pagal Sutartj;

10.16.2. Tiekéjas per protingai nustatyta laikotarpj nejvykdo Pirkéjo nurodymo istaisyti Prekiy trikumus;
10.16.3. jei dél bet kokiy Tiekéjo veiksmy (veikimo ar neveikimo) Pirkéjas patyré nuostolius (jskaitant, bet
neapribojant, papildomas islaidas, negautas pajamas ar kitus tiesioginius ir netiesioginius nuostolius,
delspinigius ir (arba) baudas (jei tai yra numatyta Specialiosiose sutarties salygose);

10.16.4. Tiekéjas be pateisinamos priezasties (ne Sutartyje nustatytais atvejais) vienasaliskai nutraukia Sutartj.

11.  SUTARTIES KAINA IR JOS PERSKAICIAVIMAS
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11.1. Sutarties kaina, kurig Pirkéjas privalo sumokeéti Tiekéjui uz faktiskai pristatytas Prekes pagal Sutarties
salygas, jskaitant visus Susitarimus, yra apskai¢iuojama, taikant kainos apskaiciavimo btida ar btidus, nurodytus
Specialiosiose salygose.

11.2. Pradinés sutarties verté yra nurodyta Specialiosiose salygose.

11.3. Laikoma, kad j Sutarties kaing yra jtrauktos visos Tiekéjo islaidos, susijusios su visy Prekiy pristatymu,
taip pat su tinkamu Sioje Sutartyje numatyty kity Tiekéjo jsipareigojimy jvykdymu, jskaitant draudimus, muitus
ir kitokias iSlaidas, Tiekéjo patirtas vykdant Sutartyje numatytus jsipareigojimus.

11.4. Sutarties kainos perzitra atliekama Specialiosiose salygose nustatyta tvarka.

12.  ATSISKAITYMO TVARKA
12.1. ISankstinis mokéjimas (avansas) (jei taikoma)

12.1.1. Bendruyjy salygy 12.1 poskyrio salygos taikomos tuo atveju, jei Specialiosiose salygose yra nurodyta, kad
Tiekéjui mokamas isankstinis mokéjimas (avansas) (toliau - avansas).

12.1.2. Pirkéjas sumoka Tiekéjui avansa - ne daugiau kaip Specialiosiose salygose nurodytas avanso dydis.
12.1.3. Jei Specialiosiose salygose to reikalaujama, Tiekéjas, norédamas gauti avansa, kreipdamasis dél avanso
iSmokéjimo, ne véliau kaip per 10 (deSimt) darbo dieny nuo Sutarties jsigaliojimo dienos kartu su iSankstinio
mokéjimo saskaita Pirkéjui turi pateikti avanso uztikrinimg - banko garantijg arba draudimo bendrovés
laidavimo draudimo rasta arba kitag sutartiniy jsipareigojimy jvykdymo uztikrinima ne mazesnei kaip
Specialiosiose salygose prasomo avanso dydzio sumai (toliau - Avanso uztikrinimas).

Pastaba. Kai Specialiosiose salygose nurodoma, kad Pirkéjas reikalauja pateikti kredito unijos iSduota Avanso
uztikrinima, Sio poskyrio nuostatos taikomos pagal poreikj ir Pirkéjas gali nusimatyti papildomus reikalavimus
Specialiosiose salygose tokio Avanso uztikrinimo pateikimui, atitinkancius jstatymy bei kity teisés
akty nuostatas.

12.1.4. Pries pateikdamas Avanso uztikrinima, Tiekéjas gali prasyti Pirkéjo patvirtinti, kad Pirkéjas sutinka
priimti Tiekéjo sililoma Avanso uztikrinima. Tokiu atveju, Pirkéjas privalo atsakyti Tiekéjui ne véliau kaip per 5
(penkias) darbo dienas nuo Tiekéjo prasymo gavimo dienos.

12.1.5. Avanso uztikrinimu bankas (draudimo bendrové) privalo neatSaukiamai ir besalygiskai jsipareigoti ne
véliau kaip per 15 (penkiolika) dieny nuo Pirkéjo rastisko pranesimo apie Sutarties nejvykdyma ar Sutarties
nutraukima dél Tiekéjo kaltés, sumokéti Pirkéjui suma, nevirsijancia iSmokéto avanso sumos ir uztikrinimo
sumos, pinigus pervedant j Pirkéjo saskaita.

12.1.6. Bankas (draudimo bendroveé) neturi teisés reikalauti, kad Pirkéjas pagristy savo reikalavima. Pirkéjas
pranesime bankui (draudimo bendrovei) nurodys, kad Avanso uztikrinimo suma jam priklauso dél to, kad
Tiekéjas i dalies ar visiskai nejvykdé Sutarties salygy ir (arba) ji buvo nutraukta dél Tiekéjo kaltés ir Tiekéjas
negrazino avanso.

12.1.7. Avanso uztikrinimo suma turi bdti nurodoma ir iSmokama eurais.

12.1.8. Avanso uztikrinimas turi bati surasytas lietuviy arba kita kalba (esant Pirkéjo prasymui, turi bti
pateiktas vertimas j lietuviy kalba).

12.1.9. Avanso uztikrinimas, neatitinkantis Siame Sutarties poskyryje nustatyty reikalavimy, nebus priimamas.
12.1.10. Jei Sutarties vykdymo metu Avanso uztikrinima iSdaves bankas (draudimo bendrové) negali jvykdyti
savo jsipareigojimy, Pirkéjas gali rastu pareikalauti Tiekéjo per 10 (deSimt) darbo dieny pateikti naujg Avanso
uztikrinima, tokiomis paciomis salygomis kaip ir ankstesnysis.

12.1.11. Pirkéjas sumoka Tiekéjui avansa per Specialiosiose salygose numatyta terming nuo isankstinio
mokéjimo saskaitos ir Avanso uztikrinimo (jei taikoma) gavimo dienos. Sumokéto avanso suma isskaitoma is
mokétinos sumos.

12.1.12. Nutraukus Sutartj, Tiekéjas privalo grazinti Pirkéjui gauta avansa per 5 (penkias) darbo dienas (jeigu
dalis Prekiy pristatyta, Pirkéjas jas yra priémes ir jomis gali naudotis pagal paskirtj - gragzinama ta avanso dalis,
kuri virsija Pirkéjo priimty Prekiy kaina). Jei Tiekéjas negrazina gauto avanso, Pirkéjas pasinaudoja Avanso
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uztikrinimu (jei taikoma). Tais atvejais, jei nebuvo taikytas Bendruyjy salygy 12.1.3 punktas, Tiekéjas turi
sumokeéti Specialiosiose salygose nurodyto dydzio netesybas, skaiCiuojamas nuo grazintinos avanso sumos uz
laikotarpij nuo avanso iSmokéjimo iki jo grazinimo.

12.2. Mokéjimy tvarka

12.2.1. Tiekéjas israso Saskaita tik Salims pasirasius Prekiy perdavimo-priémimo akta, jeigu kitaip nenumatyta
Specialiosiose salygose:

12.2.1.1. elektronine saskaita faktiira, atitinkancig Europos elektroniniy saskaity faktiiry standarta, kurio
nuoroda paskelbta 2017 m. spalio 16 d. Komisijos jgyvendinimo sprendime (ES) 2017/1870 dél nuorodos j Europos
elektroniniy saskaity faktdry standarta ir sintaksiy saraso paskelbimo pagal Europos Parlamento ir Tarybos
direktyva 2014/55/ES (toliau - Europos elektroniniy saskaity faktiry standartas), Tiekéjas gali pateikti per
informacine sistema ,,E. saskaita“ (www.esaskaita.eu) arba per kita savo pasirinktg informacine sistema;
12.2.1.2. Europos elektroniniy saskaity faktliry standarto neatitinkancia elektronine saskaita faktira Tiekéjas
privalo pateikti, naudodamasis informacinés sistemos ,,E. saskaita“ priemonémis (www.esaskaita.eu).

12.2.2. Pirkéjas elektronines saskaitas faktiiras priima ir apdoroja naudodamasis informacinés sistemos ,,E.
saskaita“ priemonémis, iSskyrus VP] nustatytus iSimtinius atvejus.

12.2.3. Isankstinio mokéjimo saskaitas (jeigu Specialiosiose salygose yra numatytas avanso mokéjimas)
Tiekéjas privalo pateikti Siame Sutarties poskyryje nustatyta tvarka.

12.2.4. Pirkéjas atlieka mokéjimus uz Prekes Specialiosiose salygose nustatytais terminais.

12.2.5. Uz mokéjimy pagal Sutartj vélavimus, Pirkéjui taikomos netesybos Specialiosiose salygose nustatyta
tvarka.

12.2.6. Jei Prekeés pristatomos dalimis, auksciau nurodyta atsiskaitymo tvarka galioja kiekvienai tokiai daliai,
jei Specialiosiose salygose nenustatyta kitaip.

12.2.7. Jeigu Salys sudaro trisalj susitarima su subtiekéju, Pirkéjas privalo pervesti subtiekéjui mokéting suma
i subtiekéjo banko saskaita, nurodyta trisaliame susitarime, o likutj pervesti | Tiekéjo banko saskaitg po to, kai
pagal Sutarties ir trisalio susitarimo reikalavimus sudaromas pristatyty Prekiy perdavimo-priémimo aktas ir
Tiekéjas pateikia Saskaitg uz Prekes Pirkéjui.

12.3. Kiti atsiskaitymo klausimai

12.3.1. Pirkéjas privalo pervesti mokéjimus Tiekejui j Tiekéjo banko saskaita, nurodyta Specialiosiose salygose.
12.3.2. Pirkéjas turi teise sumas, gautinas is Tiekéjo, iSskaityti iS mokéjimy Tiekéjui pagal Sutartj (vienasaliskai
daryti jskaitymus). Dél Sios priezasties Tiekéjas neturi teisés perleisti arba jkeisti reikalavimo teisiy j gautinas
pagal Sutartj sumas tretiesiems asmenims arba kitaip jomis disponuoti be Pirkéjo sutikimo.

12.3.3. Visi mokéjimai pagal Sutartj atliekami eurais.

12.3.4. UZ pavéluotus mokéjimus pagal Sutartj mokancioji Salis privalo sumokéti kitai Saliai Specialiosiose
salygose nurodyto dydzio netesybas.

13. KONFIDENCIALI INFORMACIJA

13.1. Salys jsipareigoja laikytis konfidencialumo ir be kitos Salies rasytinio sutikimo neatskleisti tos Salies
informacijos, nurodytos kaip konfidencialios, jokiems Salies darbuotojams, su Salimi susijusiems ar kitiems
tretiesiems asmenims, kuriems néra batina Sig informacija naudoti jy darbo tikslais, iSskyrus Zemiau nurodytus
atvejus.

13.2. Salis turi teise atskleisti kitos Salies konfidencialig informacija $iais atvejais:

13.2.1. konfidencialios informacijos atskleidimas yra bitinas tinkamam Salies teisiy ar pareigy pagal Sutartj
igyvendinimui - tac¢iau tokiu atveju informacija galima atskleisti tik ta apimtimi, kiek tai yra reikalinga sutartiniy
teisiy ar pareigy jgyvendinimui, ir tik tokiems tretiesiems asmenims, kuriems butina, su salyga, kad
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konfidencialig informacija gaunantys tretieji asmenys prisiima tokius pacius konfidencialumo jsipareigojimus,
kokie yra nustatyti $ioje Sutartyje. Jeigu tretieji asmenys atskleidzia konfidencialig informacija, Salis atsako uz
ju veiksmus kaip uz savo;

13.2.2. konfidencialia informacija yra butina atskleisti pagal jstatymy bei kity teisés akty reikalavimus,
iskaitant atvejus, kai to reikalauja viesojo administravimo subjektai, taip, kai jie apibrézti Lietuvos Respublikos
viesojo administravimo jstatyme.

13.3. Pries atskleisdama konfidencialia informacija, Salis privalo informuoti kitg Salj (tiek, kiek tai
nedraudziama pagal jstatymus bei kitus teisés aktus) apie butinybe arba gauta viesojo administravimo subjekto
reikalavima atskleisti konfidencialia informacija ir imtis protingy priemoniy, siekdama uztikrinti atskleistos
informacijos konfidencialuma.

13.4. Salis atsako:

13.4.1. uZ bet kokj neteiséta, jskaitant atsitiktinj, kitos Salies konfidencialios informacijos ar bet kurios jos
dalies atskleidima ar perdavima arba konfidencialios informacijos neteiséta naudojima;

13.4.2. uz tai, kad nesiémé visy protingy veiksmy, kad i$saugoty ir apsaugoty kitos Salies konfidencialia
informacija ar bet kurig jos dalj, uzkirsty kelig tolesniam jos neteisétam atskleidimui, perdavimui ar
naudojimui.

13.5. Salis nepagristai atskleidusi kitos Salies konfidencialia informacija privalo sumokéti kitai Saliai
Specialiosiose salygose nurodyto dydzio bauda.

14. ASMENS DUOMENUY APSAUGA

14.1. Salys jsipareigoja uztikrinti asmens duomeny sauguma bei asmens duomeny tvarkyma vykdyti teisétai,
vadovaujantis 2016 m. balandzio 27 d. priimto Europos Parlamento ir Tarybos reglamento (ES) 2016/679 dél
fiziniy asmeny apsaugos tvarkant asmens duomenis ir dél laisvo tokiy duomeny judéjimo ir kuriuo panaikinama
Direktyva 95/46/EB (Bendrasis duomeny apsaugos reglamentas) ir kity teisés akty, reglamentuojanciy asmens
duomeny tvarkyma, nuostatomis.

14.2. Salys patvirtina, kad jeigu siekiant uztikrinti tinkama Sutarties vykdyma bus tvarkomi asmens duomenys,
Salys jsipareigoja sudaryti atskirg susitarima dél duomeny tvarkymo, kuriuo nustato duomeny tvarkymo dalyka
ir trukme, duomeny tvarkymo pobidij ir tiksla, asmens duomeny rasis ir duomeny subjekty kategorijas bei
duomeny valdytojo prievoles ir teises.

15. INTELEKTINE NUOSAVYBE

15.1. Visi rezultatai ir su jais susijusios teises, jgytos vykdant Sutartj, jskaitant intelektinés nuosavybés teises,
iSskyrus asmenines neturtines teises j intelektinés veiklos rezultatus, yra Pirkéjo nuosavybé, pereinanti Pirkéjui
nuo Prekiy perdavimo-priemimo momento be jokiy apribojimu, kurig Pirkéjas gali naudoti, publikuoti, perleisti
ar perduoti be atskiro Tiekéjo sutikimo tretiesiems asmenims, jei Specialiosiose sglygose nenumatyta kitaip ar
intelektinés nuosavybés teisés negali buti perduodamos nuosavybés teise dél Prekiy pobudzio ar (ir) Prekiy
gamintojo iSimtiniy teisiy, patenty ir kt.

15.2. Tiekéjas jsipareigoja atlyginti nuostolius Pirkéjui dél bet kokiy reikalavimy, kylanciy dél intelektinés
nuosavybés teisiy, jskaitant, bet neapsiribojant, dél patento, prekiy zenklo, pramoninio dizaino savininko
(naudotojo) teisés (registruojamos arba ne), teisés, kylancios iS paraisky bet kurioms minétoms teiséms
jregistruoti, autoriaus teisés, duomeny baziy gamintojy (sui generis) teises, firmy, jmoniy, organizacijy, verslo
pavadinimy ar vardy savininky ir kitos panasios teisés ar jsipareigojimai, nepriklausomai nuo to, ar jie registruoti
Lietuvos Respublikoje, ar kitose Salyse, ar neregistruotini, kaip numatyta Sutartyje, iSskyrus atvejus, kai toks
pazeidimas atsiranda dél Pirkéjo kaltés.

15.3. Tiekéjas neturi teisés be iSankstinio rasytinio Pirkéjo sutikimo naudoti Pirkéjo simboliy, pavadinimo ir
zenklo reklamoje, rinkodaroje, taip pat naudotis Pirkéjo sukurtais intelektiniais veiklos rezultatais. Pazeidus
reikalavima, Tiekéjui taikoma 1 (vieno) procento bauda nuo Sutarties kainos be PVM.
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16. PAREISKIMAI IR GARANTIJOS

16.1. Kiekviena i$ Saliy pareiskia ir garantuoja kitai Saliai, kad:

16.1.1. yra teisétai priimti ir galioja visi bitini sprendimai, gauti leidimai bei sutikimai, taip pat teisétai atlikti
ir galioja kiti teisiniai veiksmai, reikalingi Sutarties sudarymui, galiojimui ir vykdymui;

16.1.2. sudarydama Sutartj, Salis nevirSija savo kompetencijos ir nepazeidzia jai taikomy jstatymy bei kity
teisés akty, teismo ar arbitrazo teismo sprendimuy, administraciniy akty, sutarciy ar kity prievoliy pagal taikoma
privatine teise, viesaja teise, Europos Sajungos teise arba tarptautine teise;

16.1.3. Salies atstovas turi visus reikiamus jgaliojimus sudaryti ir jvykdyti Sutartj; Salies atstovas, sudarydamas
ir pasirasydamas Sutartj, nepazeidzia Salies jstaty, nuostaty ir kity vidaus dokumenty, Salies valdymo ir kity
organy ir (ar) kreditoriy teisiy ir teiséty interesy, sudarydamas Sutartj jis Salies ir Salies organy nariy, kreditoriy
atzvilgiu veikia saziningai ir protingai;

16.1.4. Salis jvertino visas aplinkybes, turincias esminés reik§més Sutarties sudarymui ir jos vykdymui; né viena
i Sutartyje nurodyty salygy ir aplinkybiy neturi neigiamos jtakos Salies valiai sudaryti Sutartj tokiomis
salygomis, kurios nurodytos Sutartyje, ir vykdyti is Sutarties kylancius jsipareigojimus;

16.1.5. Sutartis sudaroma vadovaujantis saziningumo, protingumo, teisingumo ir Saliy lygiateisiskumo
principais, nenaudojant apgaulés ar spaudimo. Salys atskleidé viena kitai visg joms Zinoma informacija, turincia
esminés reiksmés Sutarties sudarymui ir jos vykdymui;

16.1.6. visi Salies pareiskimai ir garantijos yra i§sams ir nepalieka nutyléty jokiy aplinkybiy, kurios daryty $iuos
pareiskimus ar garantijas neteisingais.

16.2. Tiekéjas papildomai pareiskia ir garantuoja Pirkéjui, kad Tiekéjas, subtiekéjai, jungtinés veiklos partneriai
ir specialistai turi galiojancius ir teisétus visus jstatymuose bei kituose teisés aktuose numatytus leidimus,
licencijas, atestatus, teisés pripazinimo dokumentus, reikalingus vykdant Sutart;.

16.3. Tiekéjas pareiskia, kad parduodamy Prekiy disponavimo, valdymo ir naudojimosi teisés néra apribotos ir
jokie tretieji asmenys neturi pretenzijy j Sutartimi perduodamas Prekes (jkeitimai, arestai ar pan.).

17. BENDRIEJI ATSAKOMYBES KLAUSIMAI

17.1. Netesyby uZ vélavima ar pareigy pagal Sutartj pazeidima sumokéjimas neatleidzia Salies nuo Sutartyje
numatyty jos pareigy vykdymo.

17.2. Netesyby sumokeéjimas ir (ar) Sutarties jvykdymo uztikrinimo gavimas nepanaikina Salies teisés reikalauti,
kad kita Salis kompensuoty_jos patirtus nuostolius. S1OJe Sutartyje nustatytos netesybos yra laikomos
minimaliais, nejrodinétinais Saliy nuostoliais. Kiekviena i§ Saliy turi teise gauti i§ kitos Salies nuostoliy,
atsiradusiy dél kitos Salies netinkamo jsipareigojimy pagal Sutartj vykdymo ar nevykdymo, nevirsijant Pradinés
sutarties vertés be PVM, jei teisés aktai nenumato, kad privalo biiti kompensuota didesné suma. Siame punkte
numatytas atsakomybés ribojimas netaikomas, jei zala atsirado dél konfidencialumo jsipareigojimy, asmens
duomeny apsauga reglamentuojanciy teisés aktq ar intelektinés nuosavybeés teisiy pazeidimo.

17.3. Tuo atveju, jei paaiskéja, kad kuris nors is Sioje Sutartyje pateikty pareiskimy ar garantijy buvo i esmés
neteisingas, melagingas ar klaidinantis, Salis pazeidéja nukentéjusiai Saliai privalo atlyginti visus nuostolius,
kuriuos nukentéjusioji Salis patyré dél tokio neteisingo, melagingo ar klaidinancio pareiskimo ar garantijos.
17.4. Sioje Sutartyje numatytos teisiy gynybos priemonés neapriboja Saliy teisés pasinaudoti kitomis teisétomis
teisiy gynybos priemonémis.

17.5. Atsakomybés apribojimai pagal Sutartj netaikomi, kai Zala padaroma tycia arba dél didelio neatsargumo,
padaroma neturtiné zZala, suzalojama sveikata ar atimama gyvybé, taip pat kai padaroma zala (nuostoliai)
tretiesiems asmenims, jskaitant atvejus, jeigu vienos Salies padaryta Zala tretiesiems asmenims atlygina kita
Salis.
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17.6. Pasibaigus Sutarties galiojimui, Salys neatleidziamos nuo atsakomybés uZ Sutarties pazeidima. Pasibaigus
Sutarties galiojimui, Salys nepraranda teisés reikalauti atlyginti dél Sutarties nevykdymo patirtus nuostolius bei
sumokeéti netesybas.

18. NENUGALIMA JEGA (FORCE MAJEURE)

18.1. Atsakomybé pagal Sutartj netaikoma, taip pat Salys gali biti visiSkai ar i$ dalies atleistos nuo civilinés
atsakomybés Siais pagrindais:

18.1.1. dél nenugalimos jégos (force majeure) - taikomos Lietuvos Respublikos civilinio kodekso 6.212
straipsnio ir Lietuvos Respublikos Vyriausybés 1996 m. liepos 15 d. nutarimu Nr. 840 ,Deél Atleidimo nuo
atsakomybés esant nenugalimos jégos (force majeure) aplinkybéms taisykliy patvirtinimo” patvirtinty taisykliy
nuostatos;

18.1.2. dél Europos Sajungos valstybiy veiksmy - kai prievole pagal Sutartj jvykdyti nejmanoma dél privalomy ir
nenumatyty Europos Sajungos valstybés institucijy veiksmy (akty), kuriy Salys neturéjo teisés ginéyti ir Sie
veiksmai negaléjo bdti iS anksto numatyti.

18.2. Salis, prasanti ja atleisti nuo atsakomybés, privalo pranesti kitai Saliai apie nenugalimos jégos aplinkybes
nedelsiant, bet ne véliau kaip per 5 (penkias) dienas nuo tokiy aplinkybiy atsiradimo ar paaiskéjimo, pateikdama
jrodymus, kad ji émeési visy pagristy atsargumo priemoniy ir déjo visas pastangas, kad sumazinty islaidas ar
neigiamas pasekmes, taip pat pranesti galima jsipareigojimy jvykdymo termina. Salis taip pat turi pateikti kitai
Saliai atitinkama pranesima, kai i$nyksta jsipareigojimy nevykdymo pagrindas.

18.3. Pagrindas atleisti Salj nuo atsakomybés atsiranda nuo nenugalimos jégos aplinkybiy atsiradimo momento
arba, jeigu laiku nebuvo pateiktas pranesimas, nuo pranesimo pateikimo momento. Jeigu Salis laiku neisiuncia
prane$imo arba neinformuoja, ji privalo kompensuoti kitai Saliai Zala, kurig $i patyré dél laiku nepateikto
pranesimo arba dél to, kad nebuvo jokio pranesimo.

18.4. Jeigu nenugalimos jégos (force majeure) aplinkybés tesiasi ilgiau negu 1 (viena) ménesj nuo pranesimo
apie jas gavimo dienos, bet kuri Salis gali nutraukti Sutartj apie tai pranedusi kitai $aliai prie$ 5 (penkias) darbo
dienas. Nenugalima jéga nelaikoma tai, kad Salis neturi reikiamy finansiniy iStekliy arba skolininko kontrahentai
pazeidZzia savo prievoles, arba skolininkas pazeidzia savo prievoles kontrahentams.

19. SUTARTIES NUOSTATU NEGALIOJIMAS

19.1. Jeigu kuri nors Sutarties nuostata yra arba tampa dalinai ar pilnai negaliojanti, Salys privalo kuo skubiau
sudaryti Susitarima, ir juo pakeisti negaliojancia nuostata kita nuostata, kuri, kiek tai yra jmanoma, turéty tokj
patj ekonominj ir teisinj efekta, kokio buvo siekta susitariant dél negaliojancios Sutarties nuostatos. Tokia
negaliojanti nuostata nedaro negaliojanciomis kity Sutarties nuostaty, jeigu tai nepazeidzia jstatymy bei kity
teisés akty ir galima daryti prielaida, kad Sutartis buty buvusi teisétai sudaryta ir nejtraukus nuostatos, kuri yra
negaliojanti.

19.2. Jeigu Specialiosiose salygose numatytas Bendryjy salygy nuostatos pakeitimas yra arba tampa dalinai ar
pilnai negaliojantis, negali buti taikoma tos Bendryjy salygy nuostatos redakcija, buvusi iki pakeitimo. Tokiu
atveju Salys privalo veikti pagal Bendryjy salygy 19.1 punkta.

20. SUTARTIES PAKEITIMAI

20.1. Sutarties salygos Sutarties galiojimo laikotarpiu negali biti keiciamos, iSskyrus tokias Sutarties salygas,
kuriy keitimas numatytas Sutartyje ir (ar) galimas vadovaujantis VP| nuostatomis.

20.2. Sutarties pakeitimai jforminami Salims sudarant Susitarima.

20.3. Salis, inicijuojanti Susitarima, privalo pateikti kitai Saliai prane$ima dél Sutarties pakeitimo bei
pagrindima dél to, jog yra faktinis ir teisinis pagrindas sudaryti Susitarima. Kita Salis per 5 (penkias) darbo
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dienas (arba per kita Saliy rastu sutarta termina) privalo i$analizuoti ir jvertinti gauta informacija, pateikti savo
pastabas ir pasitlymus, pagristus Sutarties arba imperatyviomis jstatymy bei kity teisés akty nuostatomis.
20.4. Susitarimai jsigalioja nuo jy sudarymo, jei Susitarime nenurodyta kitaip. Susitarima Pirkéjas privalo
paviesinti VP| 33 ir 86 straipsniuose nustatyta tvarka.

20.5. Specialiosiose salygose nurodyty duomeny apie kontaktinius asmenis bei rekvizity pasikeitimas nelaikomas
Sutarties pakeitimu (iSskyrus Tiekéjo, jungtinés veiklos partnerio, subtiekéjo ar specialisto pakeitima kitu
asmeniu) ir Salis turi pakeisti tuos duomenis vienasali$kai, informuodama apie tai kita Salj. Bet kuriuo atveju
Sutarties pakeitimu negali biti iS esmés keiciama Sutartis.

21. SUTARTIES SUSTABDYMAS

21.1. Nesant Tiekéjo kaltés ir esant aplinkybéms, kuriy Tiekéjas negaléjo numatyti, dél kuriy Tiekéjas negali
vykdyti savo sutartiniy jsipareigojimy ir (arba) esant kitoms nenumatytoms aplinkybéms, Sutarties Salys turi
teise inicijuoti Prekiy (ju dalies) tiekimo sustabdyma iki atitinkamy aplinkybiy pasibaigimo.

21.2. Prekiy (jy dalies) tiekimas gali biiti stabdomas esant bent vienai is Siy aplinkybiy:

21.2.1. esant Bendryjy salygy 18 skyriuje numatytoms nenugalimos jégos aplinkybéms, sutartiniy jsipareigojimy
vykdymo terminai stabdomi nuo klilities atsiradimo momento arba jeigu apie ja néra laiku pranesta, nuo
pranesimo momento ir atnaujinami, kai minétos aplinkybés nebetrukdo vykdyti Sutarties;

21.2.2. Pirkéjas Sutartyje nurodyta tvarka negali priimti Prekiy (pavyzdziui, nebaigta jrengti patalpa, kurioje
turi buti jmontuojamos Prekés), o Tiekéjas dél to negali vykdyti Sutarties;

21.2.3. dél nenumatyty prekiy, paslaugy ir (ar) darby, susijusiy su perkamu objektu, kuriy poreikis paaiskéjo
tik vykdant Sutartj;

21.2.4. ne dél Pirkéjo kaltés véluoja kitos Pirkéjo pirkimo sutarties, turincios tiesioginés jtakos Siai Sutarciai,
vykdymas;

21.2.5. esant jrodymais pagristoms klilitims ar trukdymams, sukeltiems Tiekéjui kity treciyjy asmeny ne dél
Tiekéjo ne laiku ar netinkamai pagal Sutarties salygas ir tvarka jvykdyty sutartiniy jsipareigojimuy;

21.2.6. pasikeitus galiojanc¢iam teisés aktui ar jsigaliojus naujam teisés aktui, kuris turi jtakos Sios Sutarties
vykdymui;

21.2.7. sutartiniy jsipareigojimy stabdymo bitinybé atsirado dél sustabdyto / perskirstyto / negauto ir panasiai
Pirkéjo Prekiy pirkimui skirto finansavimo arba finansavimo trukumo;

21.2.8. dél teisminiy (arbitraziniy) gincy su Pirkéju ar treciaisiais asmenimis, kuriy dalykas yra tiesiogiai susijes
su Sutarties vykdymu.

21.3. Jei Prekiy (jy dalies) tiekimo stabdymas atliekamas dél Bendryjuy salygy 21.2 punkte nurodyty aplinkybiy
ir tesiasi ne ilgiau kaip 3 (tris) ménesius, toks stabdymas laikomas Sutarties keitimu joje numatytomis salygomis.
21.4. Jei Prekiy (jy dalies) stabdymas vykdomas dél kity aplinkybiy, nenurodyty Bendryjy salygy 21.2 punkte ar
(ir) Bendrujy salygu 21.2 punkte nurodytos aplinkybés tesiasi ilgiau nei 3 (tris) ménesius ir (ar) nesilaikant Siame
skyriuje nustatytos tvarkos, tai laikoma Sutarties keitimu, kuris turi biti atliekamas, vadovaujantis VP|
nuostatomis.

21.5. Sutartiniy jsipareigojimy vykdymas gali buti stabdomas tik Sutarties galiojimo laikotarpiu tokia tvarka:
21.5.1. Atsiradus aplinkybéms, dél kuriy Tiekéjas negali vykdyti sutartiniy jsipareigojimuy, Tiekéjas apie tai
nedelsdamas privalo informuoti Pirkéja. Tiekéjo rasytiniame prasyme turi bdti nurodyta stabdymo aplinkybé
(Bendryjy salygy 21.2 punktas) ir aplinkybés atsiradima bei galima terming pagrindziantys argumentai,
objektyvis faktai ir jrodymai. Pirkéjas, jvertines prasyma, ne véliau kaip per 3 (tris) darbo dienas rastu
informuoja Tiekéjg apie priimtg sprendima dél sutartiniy jsipareigojimy vykdymo stabdymo. Tiekéjui nepateikus
konkreciy argumenty, fakty, pagristy jrodymais, Pirkéjas turi teise rastu atsisakyti patvirtinti stabdyma.
21.5.2. Pirkéjui rastu informavus Tiekéja ir pateikus jam argumentuota paaiskinima, dél kokiy aplinkybiy ir
kuriam terminui yra butina stabdyti sutartiniy jsipareigojimy vykdymo terming, Tiekéjas ne véliau kaip per 3
(tris) darbo dienas rastu informuoja Pirkéja ir patvirtina, kad sutinka su stabdymu. Tiekéjas turi teise
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priestarauti sutartiniy jsipareigojimy vykdymo stabdymui tik tuo atveju, jei Tiekéjas savo saskaita ir jégomis
gali pasalinti atsiradusias aplinkybes, dél kuriy kilo biitinybé stabdyti sutartiniy jsipareigojimy vykdyma.
21.5.3. Tiekéjas, gaves Pirkéjo rastiska pranesima apie stabdyma, privalo nedelsiant, bet ne véliau kaip per 3
(tris) darbo dienas po patvirtinimo iSsiuntimo Pirkéjui dienos, sustabdyti sutartiniy jsipareigojimy vykdyma. Jei
Sutartis sustabdyta, Salys negali vykdyti jokiy jiems pagal Sutartj priskirty jsipareigojimy.

21.6. Salys sutartiniy jsipareigojimy vykdymo stabdyma jformina rasytiniu susitarimu, nurodant priezastis ir
sustabdymo termina, bei pridedant dokumentus, patvirtinancius sustabdymo pagrinda, ir patvirtina Saliy
jgalioty atstovy parasais. Tokie susitarimai yra neatskiriama Sutarties dalis.

21.7. Sutartiniy jsipareigojimy vykdymas stabdomas ne ilgesniam kaip konkrecios, pagristos aplinkybés
egzistavimo laikotarpiui.

21.8. Salys susitaria, kad sutartiniy jsipareigojimy vykdymo sustabdymo terminas j Sutarties vykdymo terming
néra jskaiciuojamas, jo metu sutartiniai jsipareigojimai nevykdomi ir uz Sj perioda Pirkéjas Tiekéjui nemoka
jokiy mokéjimy, baudy ar prastovy.

21.9. Jeigu Sutartyje numatyty prievoliy jvykdymo terminai buvo sustabdyti Sutartyje nustatytais pagrindais,
jie atnaujinami pasibaigus sustabdyma lémusioms aplinkybéms arba Saliy susitarime nurodytam terminui,
priklausomai nuo to, kuris jvyksta anksciau.

21.10. Atnaujinus Sutarties vykdyma, nejvykdyty prievoliy (jy dalies) jvykdymo terminai ir Sutarties galiojimas
nukeliami tokiam terminui, kiek buvo like laiko juy jvykdymui (Sutarties galiojimui) jy sustabdymo metu.

21.11. Jei sutartiniy isipareigojimy vykdymas buvo sustabdytas ilgesniam nei 3 (trijy) ménesiy laikotarpiui,
praéjus Siam terminui, viena Salis gali raSytiniu prane$imu kitos Salies pareikalauti atnaujinti Sutarties vykdyma.
Saliai be pagristy aplinkybiy neatnaujinus Sutarties vykdymo per 10 (desimt) dieny nuo atitinkamo kreipimosi,
kita Salis gali nutraukti Sutartj, apie tai jspéjusi kita Salj pries 10 (deSimt) dieny.

22. SUTARTIES NUTRAUKIMAS

Sutartis gali buti nutraukiama VP| 90 straipsnyje ir Sutartyje numatytais atvejais, iskaitant galimybe nutraukti
Sutartj Saliy susitarimu.

22.1. Pretenzijos dél Sutarties pazeidimy

22.1.1. Jeigu Salis paZeidzia Sutartj arba jstatymus bei kitus teisés aktus, kita Salis turi teise pareikéti jai
rasytme pretenzija, nurodyti, kokig Sutarties ar jstatymy bei kity teisés akty nuostatg ir kokiu biidu priesinga
Salis paZeidé bei nustatyti _protinga terming iStaisyti paZeidima.

22.1.2. Pretenzija gavusi Salis privalo nedelsdama, bet ne véliau nei per 5 (penkias) darbo dienas, atsakyti j
pretenzija ir nurodyti, kokiy priemoniy imsis siekdama iStaisyti pazeidima per pretenzijoje nustatyta terming
arba motyvuotai pasitilyti kitg pagrista termina. Tiekéjo teise sillyti kitg terming nelaikoma Pirkéjo pareiga ta
terming priimti. Pretenzija gavusios Salies pasililytasis terminas pakei¢ia termina, nurodyta pretenzijoje, tik
jeigu kita Salis jj patvirtina.

22.2. Sutarties nutraukimas Pirkéjo iniciatyva

22.2.1. Pirkéjas vienasaliskai nutraukia Sutartj, jspéjes Tiekéja rastu pries ne trumpesnj nei 5 (penkiy) dieny
terminag, jeigu Tiekéjas padaro esminj Sutarties paZeidima, nurodyta Specialiosiose salygose. Pirkéjas taip pat
turi teise nutraukti Sutartj, jeigu Tiekéjas padaro Sutarties pazeidima, kuris atitinka esminio Sutarties
pazeidimo pozymius, nurodytus Lietuvos Respublikos civiliniame kodekse, ir, gaves Pirkéjo pretenzija, per
pretenzijoje nurodyta terming neistaiso pazeidimo.

22.2.2. Pirkéjas turi teise vienasalisSkai nutraukti Sutartj ar jos dalj rastu jspéjes Tiekéja pries ne trumpesnj nei
10 (desimties) dieny termina, jeigu:
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22.2.2.1. Tiekéjui yra iskelta bankroto byla, pradétas bankroto procesas ne teismo tvarka, jis tampa nemokus
arba yra nemokumo tikimybé, sustabdo ukine veikla ar susidaro jstatymuose ir kituose teisés aktuose nustatyta
tvarka analogiska situacija;

22.2.2.2. Tiekéjo padétis pasikeicia ir jis atitinka pirkimo dokumentuose nustatyta pasalinimo pagrinda, kuris
taikomas ir Sutarties galiojimo metu;

22.2.2.3. pasikeicCia teisés aktai, susije su Sutarties objektu, Sutarties vykdymu, ar su Pirkéjo vykdoma veikla,
kuriai buvo sudaryta Sutartis, ir dél tokiy pakeitimy Pirkéjas nusprendzia nutraukti Sutartj;

22.2.2.4. Pirkéjas nusprendzia nebevykdyti veiklos, kurios vykdymui Sutartimi jsigyjamos Prekés ir Sutarties
poreikis iSnyksta;

22.2.2.5. Pirkéjo valdymo organas priima sprendima, dél kurio Sutarties poreikis iSnyksta;

22.2.2.6. pasikeicia (pablogéja) Pirkéjo finansiné padétis ar Pirkéjas negauna / netenka finansavimo ir dél Sios
priezasties nusprendzia nutraukti Sutartij;

22.2.2.7. keiciasi Pirkéjo organizaciné struktlira - juridinis statusas, pobiidis ar valdymo struktdira ir tai gali
turéti jtakos tinkamam Sutarties jvykdymui arba Sutarties poreikiui;

22.2.2.8. nebelieka perkamy Prekiy poreikio;

22.2.2.9. Pirkéjas is pirkimy priezitira atliekanciy institucijy gauna nurodyma / rekomendacija nutraukti Sutartj;
22.2.2.10. Tiekéjas véluoja pateikti Sutarties jvykdymo uztikrinimo pratesima ilgiau kaip 10 (desimt) darbo
dieny nuo paskutinio Sutarties jvykdymo uztikrinimo galiojimo termino pabaigos arba atsisako jj pateikti;
22.2.2.11. Tiekéjas atsisako pasalinti arba nepasalina Prekiy trikumy per Pirkéjo nustatytus protingus terminus;
22.2.2.12. Tiekéjas pazeidzia Sutartj arba jstatymus bei kitus teisés aktus ir per Pirkéjo rasytinéje pretenzijoje
nurodyta terming neistaiso pazeidimo.

22.2.3. Sutartis laikoma niekine ir negaliojancia, jei nustatoma, kad Sutarties vykdymas priestarauja Lietuvos
Respublikoje jgyvendinamoms privalomoms tarptautinéms sankcijoms, kaip tai apibrézta Sankcijy jstatyme ir
kituose tarptautiniuose, Europos Sajungos ir Lietuvos Respublikos teisés aktuose (bent vienai iS taikomy
sankcijy). Sutarties negaliojimo momentas nustatomas vadovaujantis minétu jstatymu.

22.2.4. Pirkéjas nedelsiant, bet ne véliau kaip per 5 (penkias) dienas, vienasaliskai nutraukia Sutartj arba
sustabdo jos vykdyma privalomy tarptautiniy sankcijy, kaip tai apibrézta Sankcijy jstatyme ir kituose
tarptautiniuose, Europos Sajungos ir Lietuvos Respublikos teisés aktuose, jgyvendinimo laikotarpiui, apie tai
ispéjes Tiekéja rastu, jei Sutartis jsigaliojo iki Siy tarptautiniy sankcijy Lietuvos Respublikoje jgyvendinimo
nustatymo. Draudziama prisiimti naujas prievoles pagal Sutartj, kuriy vykdymas priestarauty Lietuvos
Respublikoje jgyvendinamoms tarptautinéms sankcijoms.

22.2.5. Jei Sutartis nutraukiama Tiekéjui iS esmés pazeidus Sutartj ar Tiekéjui nepagristai nutraukus Sutarties
vykdyma ne Sutartyje nustatyta tvarka, ir jeigu Specialiosiose salygose néra numatyta, kad tinkamas Sutarties
jivykdymas yra uztikrinamas Sutarties jvykdymo uztikrinimu, Tiekéjas jsipareigoja sumokéti Pirkéjui
Specialiosiose sglygose nurodyto dydzio baudg ir atlyginti nuostolius, susijusius su Sutarties nutraukimu. Jeigu
Specialiosiose salygose yra numatyta, kad tinkamas Sutarties jvykdymas yra uztikrinamas Sutarties jvykdymo
uztikrinimu, Tiekéjas jsipareigoja Pirkéjui sumokéti likusia dalj Specialiosiose salygose nurodyto dydzio baudos
ir atlyginti nuostolius, susijusius su Sutarties nutraukimu, kiek jy nepadengia Sutarties jvykdymo uztikrinimas.
Pirkéjui pareiskus reikalavima atlyginti patirtus nuostolius, baudos suma jskaitoma j nuostoliy atlyginima.
22.2.6. Pirkéjas turi teise vienasaliSkai nutraukti Sutartj ir kitais Specialiosiose salygose (jei taikoma) ir
istatymuose bei kituose teisés aktuose jtvirtintais atvejais.

22.2.7. Sutartis laikoma nutraukta kita dieng po to, kai pasibaigia jspéjimo apie Sutarties nutraukima terminas.
22.2.8. Tais atvejais, kai Tiekéjas pasalina pazeidima ar isnyksta aplinkybés, dél kuriy buvo inicijuota Sutarties
nutraukimo procedura, Sutartis negali buti nutraukiama ir jspéjimas apie Sutarties nutraukima netenka galios,
jei Tiekéjas informuoja Pirkéja apie pasalinta pazeidima ar iSnykusias aplinkybes, dél kuriy buvo inicijuota
Sutarties nutraukimo procedura.

22.3. Sutarties nutraukimas Tiekéjo iniciatyva
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22.3.1. Tiekéjas turi teise vienasaliSkai nutraukti Sutartj, jspéjes Pirkéja rastu pries ne trumpesnj nei 30
(trisdesimties) dieny termina, jeigu Pirkéjas paZeidzia atsiskaitymo su Tiekéju terminus (iSskyrus atvejus, kai
Pirkéjas naudojasi savo teise sulaikyti mokéjimus), ir Pirkéjo skola Tiekéjui virsija 20 (dvidesimt) proc. Pradinés
sutarties vertés be PVM ir Pirkéjas, gaves Tiekéjo pretenzija, per 30 (trisdeSimt) dieny nesumoka Tiekéjui
mokétiny sumy.

22.3.2. Tiekéjas turi teise vienasaliSkai nutraukti Sutartj, ijspéjes Pirkéja rastu pries ne trumpesnj nei 10
(desimties) dieny termina, jeigu:

22.3.2.1. Pirkéjui yra iskelta bankroto byla, pradétas procesas dél bankroto ne teismo tvarka, jis tampa nemokus
arba yra nemokumo tikimybé, Pirkéjas sustabdo veikla, arba jstatymuose ir kituose teisés aktuose numatyta
tvarka susidaro analogiska situacija;

22.3.2.2. Pirkéjas pazeidzia Sutartj arba jstatymus bei kitus teisés aktus ir per Tiekéjo rasytinéje pretenzijoje
nurodyta terming neistaiso pazeidimo, iSskyrus Bendryjy salygy 22.3.1 punkte nustatyta atveji.

22.3.3. Jeigu Bendrujy salygy 22.3.1 punkte nurodytos aplinkybés yra susijusios tik su atskira dalimi arba atskiru
Susitarimu, Tiekéjas turi teise nutraukti Sutartj tik tos dalies atzvilgiu arba nutraukti tik tokj Susitarima.
22.3.4. Tiekéjas turi teise vienasaliskai nutraukti Sutartj ir kitais jstatymuose bei kituose teisés aktuose
jtvirtintais atvejais.

22.3.5. Jei Sutartis nutraukiama Pirkéjui iS esmés pazeidus Sutartj ar Pirkéjui nepagristai nutraukus Sutarties
vykdyma ne Sutartyje nustatyta tvarka, Pirkéjas jsipareigoja sumokéti Tiekéjui Specialiosiose salygose nurodyto
dydzio bauda ir atlyginti nuostolius, susijusius su Sutarties nutraukimu.

22.3.6. Sutartis laikoma nutraukta kita dieng po to, kai pasibaigia jspéjimo apie Sutarties nutraukima terminas.
22.3.7. Tais atvejais, kai per jspéjimo apie Sutarties nutraukima terming Pirkéjas pasalina pazeidima arba
iSnyksta aplinkybés, dél kuriy buvo inicijuota Sutarties nutraukimo procedira, Sutartis negali bati nutraukiama
ir jspéjimas apie Sutarties nutraukima netenka galios, jei Pirkéjas informuoja apie pasalinta pazeidima arba
iSnykusias aplinkybes, dél kuriy buvo inicijuota Sutarties nutraukimo procediira, Tiekéja.

22.4. Saliy teisés ir pareigos Sutarties nutraukimo atveju

22.4.1. Sutarties nutraukimas neturi jtakos ginéy nagrinéjimo tvarka nustatanciy Sutarties salygy ir kity
Sutarties salygy, kurios pagal savo esme lieka galioti ir po Sutarties nutraukimo, galiojimui.

22.4.2. Nutraukus Sutartj, Salys privalo:

22.4.2.1. jsitikinti, jog iki Sutarties nutraukimo dienos pristatytos Prekeés ir kiti atlikti veiksmai atitinka Sutarties
reikalavimus ir Salys dél to viena kitai nebereiks pretenziju;

22.4.2.2. atsiskaityti uz iki Sutarties nutraukimo pristatytas Prekes, atitinkancias Sutarties reikalavimus;
22.4.2.3. per 10 (desimt) dieny nuo pranesimo apie Sutarties nutraukima gavimo dienos ar Susitarimo dél
Sutarties nutraukimo sudarymo dienos perduoti viena kitai visus dokumentus, kuriuos buvo butina perduoti pagal
Sutarties nuostatas.

23. PREKIY MODELIO AR GAMINTOJO KEITIMAS

23.1. Tiekéjas turi teise keisti Prekiy modelj ar gamintoja, jei yra visos toliau nurodytos salygos:

23.1.1. jei Tiekéjo pasitulyme nurodytos Prekés nebegaminamos ar iS esmés sutriko jy tiekimas ir gautas
gamintojo patvirtinimas ir (ar) Prekés, jy gamintojas kelia grésme nacionaliniam saugumui ir (ar) Prekiy tiekimas
priestarauja Lietuvos Respublikoje jgyvendinamoms privalomoms tarptautinéms sankcijoms, kaip tai apibrézta
Sankcijy jstatyme ir (ar) Prekés, jy sudedamosios dalys ar (ir) gamintojas neatitinka VP] 45 straipsnio 2' dalies
nuostatuy;

23.1.2. jei keiciamos Prekés visiskai atitinka visus pirkimo dokumenty reikalavimus, yra ne prastesnés, o
lygiavertés ar geresnés kokybés nei Tiekéjo pasililyme nurodytos Prekés ir Tiekéjas pateikia tai patvirtinancius
dokumentus. Jeigu pirkimo procediry metu Tiekéjas buvo pateikes Prekiy pavyzdzius, pristatomos Prekeés turi
biiti ne prastesnés kokybés nei pateikti pavyzdziai;
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23.1.3. jei Tiekéjas, ne véliau kaip pries 10 (desimt) dieny iki numatomo Prekiy keitimo, pateiké Pirkéjui rasytinj
prasyma su keitima pagrindzianciais dokumentais bei gavo Pirkéjo rasytinj sutikima. Pirkéjas turi teise nesutikti
su Prekés keitimu ir turi teise nutraukti Sutartj, jei Tiekéjas nepateiké jrodymy ar jy pateikimas nepagrindzia
kei¢iamos Prekés atitikimo pirkimo dokumentams ir lygiavertiSkumo ar geresnés kokybés nei Siuo metu
tiekiamos Prekeés;

23.1.4. Salys sudaré rasytinj susitarima prie Sutarties dél Prekiy keitimo.

23.2. Siame Bendrujy salygy skyriuje nurodytu atveju Prekés turi biiti pristatytos uz ne didesne nei pasiiilyme
nurodytg kaing.

24. BENDRAVIMO TVARKA IR KALBA

24.1. Sutartis sudaroma lietuviy kalba. Jeigu Sutartis ar kuris nors ja sudarantis dokumentas sudaromas kita
kalba arba isverciamas i kita kalba, visais atvejais autentisku laikomas tik lietuviy kalba parengtas Sutarties
tekstas (jei yra neat1t1k1mq, pirmenybe teikiama lietuviy kalba parengtam tekstui).

24.2. Jelgu Salis pranesa kitai Saliai apie savo naUJus kontaktinius duomenis, tai po to, kai kita Salis gauna tokj
pranesima, ji visus remiantis Sutartimi siunciamus pranesimus ir informacija turi siysti pagal naujuosius
kontaktinius duomenis. Jei Salis neprane$a apie kontaktiniy duomenq pasikeitima arba kol kita Salis negauna
tokio pranesimo, prane$imo iSsiuntimas pagal paskutinius Saliai Zinomus kontaktinius duomenis laikomas
tinkamu.

24.3. Jeigu pranesimas yra jteikiamas asmeniskai arba siunciamas pastu ar per kurjeri, jis turi bati jteikiamas
pasirasytinai ir laikomas gautu gavimo patvirtinime nurodyta diena.

24.4. Jeigu pranesimas siunciamas el. pastu, laikoma, kad Salis jj gavo kita darbo diena.

24.5. Jeigu praneSimas siunciamas keliais skirtingais biidais, laikoma, kad gavéjas ji gavo tada, kai jis gavo
pirmesnijjj pranesima.

25. PRETENZIJOS IR GINCY SPRENDIMAS

25.1. Bet kokie gincai, nesutarimai ar reikalavimai, kylantys is Sutarties arba susije su Sutartimi, jos pazeidimu,
nutraukimu ar galiojimu, visy pirma privalo biiti sprendziami derybomis tarp Saliy vadovy arba jy jgalioty
asmeny.

25.2. Jeigu Salys neiSsprendzia gin¢o deryby biidu tuomet toks gincas, nesutarimas ar reikalavimas, kylantis i$
Sios Sutarties arba susijes su ja ar jos pazeidimu, nutraukimu arba negaliojimu, yra galutinai sprendziamas
Lietuvos Respublikos teismuose Lietuvos Respublikos jstatymuose nustatyta tvarka.

25.3. Kile ginéai nesudaro pagrindo Salims atsisakyti vykdyti savo prievoles pagal Sutartj.
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LABORATORINES DIAGNOSTIKOS PRIEMONES TYRIMAMS ATLIKTI NUOMOS SUTARTIS NR.

Kaunas
Vs| Kauno miesto poliklinika, kodas 135042394 (toliau - Nuomininkas), kurios buveiné - Pramones pr. 31,
51270 Kaune, atstovaujama direktoriaus Pauliaus Kibisos, veikiancio pagal jstaigos jstatus, viena Salis,
ir
UAB ,,Dimuna® (toliau - Nuomotojas), kodas 303114072, buveine - Parodos g. 24 - 3, 44215 Kaunas, Lietuva,
kurig atstovauja Direktorius Donatas GaurilCikas , veikiantis pagal jmonés jstatus, kita Salis, sudaré Sig nuomos
sutartj.

1. SUTARTIES OBJEKTAS, KAINA IR ATSISKAITYMO TVARKA

1.1. Nuomotojas perduoda Nuomininkui nuomos teise serologiniy tyrimy analizatoriy EUROBLOTMaster,
EUROIMMUN, Vokietija, 2011, 1 vienetas (toliau tekste - Analizatorius), kurio komplektacija ir techniniai
reikalavimai atitinka Pirkimo Nr. 715052 techninéje specifikacijoje (Sutarties 1 priedas) numatytus
reikalavimus, Pirkime Nr. 71052. numatytus tyrimus atlikti naudojant prekes nurodytas sutartyje 1 priedas prie
pirkimo-pardavimo Sutarties Nr. ,,Prekiy kaina (jkainis), kiekis ir specifikacija“.

1.2. Maksimali sutarties kaina:
Sutarties kaina be PYM 36,00 Eur (trisdesimt sesi eurai, 00 ct)
PVM 21% 7,56 Eur (septyni eurai, 56 ct.)
Bendra Sutarties kaina 43,56 Eur (keturiasdesimt trys eurai, 56 ct.)
(Sutarties kaina + PVM)

1.3. Nuomininkas moka ménesinj nuomos mokestj:

Ménesinis nuomos 1,00 Eur (vienas euras, 0 ct.)
mokestis be PVM

PVM 21% 0,21 Eur (nulis eury, 21 ct.)
Ménesinis nuomos 1,21 Eur (vienas euras, 21 ct.)
mokestis su PYM

Nuomos mokestis gali biiti vienu mokamas vienu mokéjimu uz visa nuomos terming arba vienodo dydzio
mokéjimais, atliekamais kiekvieng ménesj visa sutartg nuomos terming. Nuomotojas turés uztikrinti iShuomoty
analizatoriy nepertraukiama veikimg techninéje specifikacijoje (Sutarties 1 priedas) numatytais terminais,
tvarka ir pajégumais pats dengdamas visas analizatoriy islaikymo, naudojamy medziagy ir kitas islaidas.

1.4. Sutarties galiojimo laikotarpiu sumokamas nuomos mokestis negali virsyti 90 proc. analizatoriaus
vertés. Analizatoriaus verté- 6500,00 Eur (SeSi tukstanciai penkti Simtai eury).

1.5. Vykdant sutartj, PVM saskaitos fakturos turi buti teikiamos naudojantis informacinés sistemos ,,E.
saskaita“ priemonémis. Jeigu Nuomotojas nepateikia E. saskaitos, Nuomininkas turi teise neatlikti mokéjimo.

1.6. Nuomininkas sumoka nuomos mokestj per 30 (trisdesimt) kalendoriniy dieny nuo PVM saskaitos
faktiros patvirtinimo informacinés sistemos ,,E. saskaita®“ priemonémis dienos.

1.7. Vadovaujantis Viesyjy pirkimy tarnybos direktoriaus patvirtinta Kainodaros taisykliy nustatymo
metodika, taikomas kainos apskaicCiavimo biidas -fiksuoto jkainio kainodara. Nuomos mokestis, nurodytas
sutarties 1.3. punkte yra galutinis ir apima visas tiesiogines ir netiesiogines islaidas, susijusias su Analizatoriaus
nuoma. Nuomos mokesciui jtakos neturi darbo uzmokescio ir kity panasiy islaidy iSaugimas, bendro kainy lygio
kitimas. Visa rizika dél galimo nuomos mokescio padidéjimo prisiima Nuomotojas. Ménesinis nuomos mokestis
gali biti perzitirimas ir kei¢iamas 1.9.; 1.10 punktuose ir Sutarties 2 priede nurodytais atvejais.



24

1.8. Sutarties vykdymo metu Nuomotojui rastu pasitlius Nuomininkui sumazinti nuomos mokestj, Salys
turi teise jforminti Sj pasililyma sutarties pakeitimu, sumazinant sutartyje nurodyta nuomos mokestj,
nekeisdamos kity esminiy sutarties salygy ir nepazeisdamos Viesyjy pirkimy principu.

1.9. PVM pasikeitimo atveju, Nuomininkas vienasaliskai sudaro Sutarties kainos perskaic¢iavimo dél PVM
pasikeitimo akta ir jteikia jj Nuomotojui Sutartyje nustatyta tvarka. Nuomotojui per 3 (tris) dienas nuo Sutarties
kainos perskaiciavimo dél PVM pasikeitimo akto jteikimo jam dienos nenustacius kainos perskaiciavimo techniniy
klaidy ir nepateikus atitinkamo rasytinio praneSimo Nuomininkui, Sutarties kainos perskai¢iavimo dél PVM
pasikeitimo aktas laikomas teisingu ir neatskiriamu nuo Sutarties.

1.10. Jei vykdant sutartj Nuomotojas pasitilo Nuomininkui kita analizatoriy, Nuomininkui rastu isreiskus
sutikima, nekeiciant nuomos mokescio arba jj sumazinat, Nuomotojas gali pristatyti kita analizatoriy su salyga,
kad tas analizatorius atitiks keliamus reikalavimus, t. y. analizatorius turi bditi lygiavertis keiciamam ir atitikti
ne Zemesnius nei Techninéje specifikacijoje (Sutarties 1 priedas) jtvirtintus reikalavimus (negali biti blogesniy
charakteristiky), ir bus pristatytas uz ta pacig ar mazesne nuomos kaina:

1.10.1. Nuomotojas rastu pranesa Nuomininkui apie galimybe/poreikj keisti analizatoriy, pateikdamas ta
galimybe/poreikj pagrindziancius dokumentus (pvz. rasta/patvirtinima dél ekonomiskesnio techninio
sprendinio, nelemiancio Sutarties dalyko esminiy savybiy pasikeitimo, jgyvendinima) bei analizatoriaus technine
specifikacija, pagrindziancia, kad naujas analizatorius atitinka nustatyta technine specifikacija ir Nuomotojo
pasitlyme nurodytas techniniy rodikliy reikSmes;

1.10.2. Nuomininkas ne véliau kaip per 5 (penkias) darbo dienas nuo Nuomotojo rasto, nurodyto Sios
Sutarties 1.10.1. papunktyje, gavimo dienos privalo lsnagrmetl ir jvertinti tokj Nuomotojo rasta bei prnmt1
motyvuota sprendima, kurj rastu pateikia Nuomotojui. Salims nesutarus dél Sutarties salygy keitimo, gincas
sprendZiamas Sutarties salygy 6 punkte numatyta tvarka. Salims susitarus, turi biiti sudaromas rasytinis Saliy
susitarimas dél Sutarties salygy keitimo. Susitarimas jsigalioja nuo jame nurodytos datos ir (ar) aplinkybiy ir
tampa neatsiejama Sios Sutarties dalimi.

2. SALIU PAREIGOS IR TEISES

2.1. Nuomininkas jsipareigoja:

2.1.1. naudoti Analizatoriy pagal jo paskirtj;

2.1.2. perduotu Analizatoriumi leisti naudotis darbuotojams, turintiems atitinkama kompetencija ir
kvalifikacija;

2.1.3. neperduoti Analizatoriaus naudotis tretiesiems asmenims;

2.1.4. naudojantis Analizatoriumi laikytis visy higienos, sanitarijos, darby saugos reikalavimu;

2.1.5. mokeéti Analizatoriaus nuomos mokestj;

2.1.6. pasibaigus sutarciai grazinti Analizatoriy Nuomotojui tokios biklés, kokios jis buvo perduotas,
atsizvelgiant j natdraly nusidévéjima;

2.1.7. nedelsdamas (ne véliau kaip per 3 (tris) darbo dienas) rastu pranesti Nuomotojui apie savo
pasikeitusius rekvizitus, teisinj statusa;

2.1.8. kilus Saliy gincui dél Sutarties, ne véliau kaip per 3 (tris) darbo dienas nuo gin¢o kilimo dienos,
deleguoti atstova spresti ginco.

2.2. Nuomotojas jsipareigoja:

2.2.1. nuo Analizatoriaus perdavimo dienos iki sutarties galiojimo pabaigos (jskaitant galimus sutarties
pratesimus) savo saskaita uztikrinti perduoto analizatoriaus nepertraukiama veikima, techninj aptarnavima
(technine prieziiira, remonta ir techninés biklés tikrinima) Techninéje specifikacijoje (Sutarties 1 priedas)
numatytais terminais, pats dengdamas visas Analizatoriaus islaikymo, naudojamy medziagy ir kitas islaidas;

2.2.2. aprupinti Analizatoriy visomis tinkamai jo eksploatacijai ir naudojimui pagal tiksline paskirtj
reikalingomis medziagomis, priedais (jskaitant, bet neapsiribojant, reagentais, kontrolinémis medziagomis,
kalibratoriais, skiedimo ir plovimo tirpalais, specialiais antgaliais ir kt. priemonémis);

2.2.3. jdiegti Analizatoriuje reikalingas funkcines sistemas, numatytas Techninéje specifikacijoje
(Sutarties 1 priedas) ir atitinkancias Nuomininko poreikius, bei uztikrinti jy tinkama veikima;
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2.2.4. uztikrinti Analizatoriaus programinés ijrangos duomeny mainy atitikimg standartams, kaip
numatyta Techninéje specifikacijoje (Sutarties 1 priedas).

2.2.5. atlikti Analizatoriaus veikimo testavima pries faktiSkai perduodant naudoti Nuomininkui.
Testavimas atliekamas tokiomis esminémis salygomis:

a) apie numatoma Analizatoriaus veikimo testavima ir jo datag Nuomotojas turés pranesti Nuomininkui
rasytiniu pranesimu ne véliau kaip pries 3 (tris) dienas;

b) testavimas bus laikomas sékmingu, jei testavimo rezultatai atitiks Sios sutarties ir Techninéje
specifikacijoje (Sutarties 1 priedas) bendrasias nuostatas, Analizatoriaus specialiuosius reikalavimus bei
reikalaujamas funkcines galimybes.

c) jei Analizatoriaus veikimo testavimas nebus s€kmingas, Nuomotojas turés nedelsiant, bet ne véliau kaip
per 2 (dvi) darbo dienas, pasalinti testavimo metu paaiskéjusius Analizatoriaus trikumus, neatitikimus ir atlikti
pakartotini Analizatoriaus veikimo testavima. Jei pakartotinis Analizatoriaus veikimo testavimas néra
sékmingas, Nuomotojas turés ne véliau kaip per 30 (trisdesSimt) kalendoriniu dieny po pakartotinio Analizatoriaus
veikimo testavimo iSmontuoti analizatoriy ir jj iSvezti iS Nuomininko patalpy.

2.2.6. atlikti defekty, gedimo ir (ar) netinkamo (ne)veikimo salinimg Techninéje specifikacijoje (Sutarties
1 priedas) nustatyta tvarka ir terminais;

2.2.7. atlikti Analizatoriaus remonta (tiek einamaji, tiek kapitalinj) Techninéje specifikacijoje
(Sutarties 1 priedas) nustatyta tvarka ir terminais;

2.2.8. uztikrinti Analizatoriaus atsarginiy detaliy tiekima, keitima Techninéje specifikacijoje (Sutarties
1 priedas) nustatyta tvarka ir terminais;

2.2.9. uztikrinti, kad Analizatorius pajégus atlikti ne mazesnj kiekj tyrimy, negu nurodytas Techninéje
specifikacijoje (Sutarties 1 priedas).

2.2.10. Nuomotojas privalo:

2.2.10.1. sumontuoti/pajungti Analizatoriy taip, kad buty pasiektas kuo didesnis naudojimo efektyvumas:
Nuomotojas turi pateikti naudotojo poreikiy vertinima, pasiulyti geriausius Analizatoriaus energijos vartojimo
parametrus. Nuomotojas, atlikdamas Analizatoriaus technine priezilra, pakartotinai turi tikslinti ir pasitlyti
geriausius Analizatoriaus vartojimo parametrus.

2.2.10.2. pateikti Analizatoriaus naudojimo/eksploatavimo vadova ar lygiavertj dokumenta, kuriame
iSdéstyti reikalavimai, kaip pasiekti maksimaly Analizatoriaus aplinkosauginj veiksminguma, nemazinant
Analizatoriaus klinikinio veiksmingumo: pateikti nurodymus, kaip naudoti Analizatoriy mazinant poveikj
aplinkai, naudojimo, jskaitant nurodymus, kaip mazinti energijos ir vandens, sunaudojamy medziagy ir (ar) daliy
sanaudas ir iSmetaly kiekj.

2.2.10.3. pravesti mokymus, kuriuose buty aptarti Analizatoriaus elektros energijos vartojimo efektyvumo
didinimo aspektai (vartojimo parametry reguliavimas ir tikslinimas, ir kt.).

2.2.11. apdrausti Analizatoriy turto draudimu nuo visy riziky visam Sutarties galiojimo laikotarpiui;

2.2.12.paskirti atsakingus savo specialistus, kurie bty kompetentingi atlikti Analizatoriaus prieziiros,
atnaujinimo, aptarnavimo ir remonto darbus. Paskirti specialistai nurodytais telefono numeriais turi bty
pasiekiami darbo dienomis Nuomininko darbo metu, sutarties galiojimo laikotarpiu;

2.2.13.einamaji planinj ir/ar kapitalini Analizatoriaus remonta atlikti tik iS anksto suderinus su
Nuomininku data ir laika.

2.2.14.nesant galimybés pasalinti Analizatoriaus gedimo per Techninéje specifikacijoje (Sutarties 1
priedas) nurodytg laika, kitais btidais ir savo léSomis atlikti Analizatoriumi atliekamus tyrimus pagal Nuomininko
poreikius;

2.2.15.atlikti kitus veiksmus, kurie yra reikalingi siekiant uztikrinti Nuomininko galimybe nepertraukiamai
gauti tyrimy rezultatus pagal faktinj Nuomininko tyrimy poreiki, kuris detalizuotas Techninéje specifikacijoje
(Sutarties 1 priedas) bei tyrimy rezultaty perdavima j Nuomininko informacine sistema.

2.2.16.nedelsdamas (ne véliau kaip per 3 (tris) darbo dienas) rastu informuoti Nuomininka apie savo
pasikeitusius rekvizitus, teisinj statusa

2.2.17 .kilus Saliy gincui dél Sutarties, ne véliau kaip per 3 (tris) darbo dienas nuo ginco kilimo dienos,
deleguoti atstova spresti ginco;
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2.2.18.laikytis konfidencialumo jsipareigojimy, neatskleisti tretiesiems asmenims jokios informacijos,
gautos vykdant Sig sutartj, iSskyrus tiek, kiek tai reikalinga tinkamam sutarties vykdymui; taip pat nenaudoti
konfidencialios informacijos asmeniniams ar treciyjy asmeny poreikiams.

2.3. Salys, vykdydamos Sutartj, jsipareigoja laikytis Siy socialinio atsakingumo ir aplinkosaugos reikalavimy
(zaliasis pirkimas, socialiai atsakingas pirkimas): uztikrinti lygias galimybes darbo aplinkoje, rtsiuoti atliekas,
mazinti popieriaus sunaudojima, atsisakyti nebttino dokumenty kopijavimo ir spausdinimo. Su Sutarties
vykdymu susije dokumentai Pirkéjui turi bati pateikti tik elektroniniu formatu (nebent Sutartyje ir jos prieduose
nenumatyta kitaip). ISimtiniais atvejais su Sutarties vykdymu susije dokumentai, turi (gali) biti pateikiami
popieriniu formatu, jeigu toks formatas privalomas pagal teisés aktus arba Pirkéjas nurodo tokj bitinuma - tokiu
atveju turi buti naudojamas perdirbtas popierius, kuris atitinka minimaliuosius aplinkos apsaugos kriterijus,
patvirtintus Lietuvos Respublikos aplinkos ministro 2011 m. birzelio 28 d. jsakymu Nr. D1-508 ,,Dél Aplinkos
apsaugos kriterijy taikymo, vykdant Zaliuosius pirkimus, tvarkos apraso patvirtinimo* (Zaliasis pirkimas, socialiai
atsakingas pirkimas)

3. ANALIZATORIAUS PERDAVIMO TVARKA

3.1. Nuomotojas patvirtina, kad Analizatorius priklauso jam nuosavybés teise, yra nejkeistas ir
nearestuotas, neapribota naudojimosi juo teisé.

3.2. Analizatorius perduodamas salims pasirasant priémimo - perdavimo akta. Analizatoriaus priémimo -
perdavimo akta Nuomininkas pasiraso tik po to, kai jgyvendinami Sios sutarties 3.3. ir 3.4. punkte nurodyti
veiksmai ir Nuomininkas jsitikina, kad Analizatorius veikia ir yra tinkamas naudojimui pagal paskirtj.

3.3. Nuomotojas Analizatoriy Nuomininko adresu savo éSomis pristato, surenka, sumontuoja, instaliuoja,
jdiegia, paruosia darbui ir suderina/isSbando (testuoja) ne véliau kaip per 35 (trisdesimt penkias) kalendorines
dienas nuo Sios sutarties jsigaliojimo dienos.

3.4. Nuomotojas jsipareigoja informuoti Nuomininka apie nuomojamo Analizatoriaus ypatumus, perduoti
Analizatoriaus eksploatavimo vadova bei naudojimosi instrukcijas originalo ir lietuviy kalba, taip pat ne véliau
kaip per 45 (keturiasdesimt penkias) kalendorines dienas nuo Sios sutarties jsigaliojimo dienos apmokyti
Nuomininko personala naudotis perduodamu Analizatoriumi.

4. SALIY ATSAKOMYBE

4.1. Nuomotojas atsako uz visus pagal sutartj prisiimtus jsipareigojimus, nepaisant to, ar jiems vykdyti bus
pasitelkiami tretieji asmenys.

4.2. Nei viena is Saliy néra atsakinga uz jsipareigojimy nevykdyma ar netinkama vykdyma, jeigu juos
vykdyti trukdé nenugalima jéga (force majeure). Tokiu atveju Salis, dél nenugalimos jégos negalinti vykdyti
savo jsipareigojimy, privalo nedelsdama ne véliau kaip 3 (tris) kalendorines dienas nuo tokiy aplinkybiy
atsiradimo pradZios, rastu pranesti apie tai kitai Saliai, nurodydama aplinkybes, kurios trukdo jai vykdyti
sutartinius jsipareigojimus, ir sutartinius jsipareigojimus, kuriy ji negalés vykdyti. Tuomet prievoliy vykdymas
sustabdomas, kol iSnyks minétos aplinkybés. Pavéluotas ar netinkamas kitos Salies informavimas ar informacijos
nepateikimas, atima i Salies, kuri negali vykdyti savo jsipareigojimy, teise remtis nenugalimos jégos
aplinkybémis kaip pagrindu, atleidzianciy nuo atsakomybés dél ne laiku (ar netinkamo) prisiimty sutartiniy
isipareigojimy vykdymo ar nevykdymo. Pastaroji Salis privalo atlyginti kitai Saliai dél negauto pranesimo
susidariusius nuostolius.

4.3. Nenugalimos jégos aplinkybés nustatomos vadovaujantis Atleidimo nuo atsakomybés esant
nenugalimos jégos (Force majeure) aplinkybéms taisyklémis, pavirtintomis Lietuvos Respublikos Vyriausybés
1996 m. liepos 15 d. nutarimu Nr. 840 (2in., 1996, Nr. 68-1652).

4.4, Nenugalimos jégos aplinkybéms pasibaigus toliau vykdomi Sutartyje numatyti Saliy jsipareigojimai,
jei nesusitariama kitaip.
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4.5. Jeigu nenugalimos jégos aplinkybeés ir jy padariniai tesiasi ilgiau negu 1 (viena) menesl, kiekviena salis
turi teise atsisakyti vykdyti savo jsipareigojimus ir nutraukti sutartj. Siuo atveju né viena i$ $aliy negali reikalauti
atlyginti jos turétus turtinius nuostolius. Siuo atveju Sios sutarties 3alys turi graZinti ka nepelnytai gavo $ios
Sutarties vykdymo metu.

4.6. Nuomotojui nevykdant savo sutartiniy jsipareigojimy sutartyje numatytais terminais, Nuomininkas
igyja teise pradéti skaiCiuoti 0,1 % dydzio delspinigius nuo maksimalios Sios Sutarties ir Sutarties 5.2. 5.2. p.
»,Reagentai ir priemonés nurodytam tyrimy skaiCiui atlikti su pusiau automatizuotu imunobloto tyrimy
analizatoriumi“ sumos uz kiekviena termino praleidimo diena, Nuomininkas Sia suma gali isskaiCiuoti is
Nuomotojui pagal Sig Sutartj ir/ar sutartj 5.2. p. ,,Reagentai ir priemonés nurodytam tyrimy skaiciui atlikti su
pusiau automatizuotu imunobloto tyrimy analizatoriumi“ mokétinos sumos.

4.7. Jei apskaiciuoti delspinigiai virsija dviejy ménesiy nuomos mokescio suma, Nuomininkas gali:

4.7.1. isskaiciuoti delspinigiy suma iS Nuomotojui mokétiny sumuy;

4.7.2. vienasaliskai nutraukti Sutartj.

4.8. Jeigu Nuomininkas nutraukia Sutartj 6.4.1.- 6.4.5. punkty pagrindu arba jeigu Nuomotojas nutraukia
Sutartj joje nenumatytais pagrindais, Nuomotojas moka 10 % dydzio bauda nuo maksimalios Sios Sutarties ir
Sutarties 5.2. p. ,,Reagentai ir priemonés nurodytam tyrimy skaiciui atlikti su pusiau automatizuotu imunobloto
tyrimy analizatoriumi® sumos bei atlygina tiesioginius ir netiesioginius nuostolius, kuriuos sukélé pirmalaikis
Sutarties nutraukimas.

4.9. Nuomininkas turi teise vienasaliskai jskaityti priskai¢iuotas netesybas iS Nuomotojui mokétiny sumy.

4.10. Laiku nejvykdes Sios Sutarties 1.6. punkto Nuomininkas, pagal Nuomotojo rastiska pareikalavima,
moka netesybas - po 0,1 % nuo neapmokéto nuomos mokescio uz kiekviena vélavimo diena.

5. NUOMOTOJO TEISE PASITELKTI TRECIUOSIUS ASMENIS (SUBTEIKIMAS), JUNGTINE VEIKLA

5.1. Nuomotojas sutartiniy jsipareigojimy vykdymui pasitelkia Siuos Subteikéjus jvardinti tik toms
sutartiniy jsipareigojimy dalims, kurios numatytos Nuomotojo Pasitlyme: Nuomotojas Sutarciai vykdyti neturi
teises pasitelkti Subteikeéjy.

5.2. Sutartinius jsipareigojimus, kuriuos Nuomotojas pasiulyme Pirkimui numaté perduoti Subteikéjams,
gali teikti tie Subteikéjai, kuriuos Nuomotojas i$ anksto nurodé teikdamas Pasitilyma Pirkimui.

5.3. Subteikéjo keitimas galimas tik toms Sutartinius jsipareigojimy dalims, kurias Nuomotojas Pasitlyme
numaté jiems perduoti.

5.4. Subteikéjy keitimas ar naujy Subteikéjy pasitelkimas galimas tik tuomet, kai Nuomotojas
Nuomininkui pateikia prasyma dél Subteikéjo, kuris nurodytas Sutartyje, keitimo ar naujo Subteikéjo
pasitelkimo, Subteikéjo atitiktj Pirkimo dokumentuose nustatytiems kvalifikaciniams reikalavimams
pagrindziancius dokumentus (jei Pirkimo dokumentuose Subteikéjams buvo keliami kvalifikaciniai reikalavimai)
bei gauna rastiska Nuomininko sutikima dél pasirinkto Subteikéjo pakeitimo ar naujo Subteikéjo pasitelkimo.
Kartu su nurodytais dokumentais, Nuomotojas Nuomininkui taip pat turi pateikti rasytinio pranesimo, pateikto
Subteikéjui, nurodytam Sutarty]e kuriuo jis informuojamas apie jo pakeitimo fakta ir numatoma pakeitimo
data, kopija. Siekiant i$vengti bet kokiy abejoniy, Salys susitaria, kad Salims ivykdzius visas Siame punkte
nurodytas salygas atskiras susitarimas dél Sutarties pakeitimo nebus sudaromas, o Saliy viena kitai pateikti
Siame punkte nurodyti dokumentai yra laikomi neatskiriama Sutarties dalimi.

5.5. Nuomotojas privalo uztikrinti, kad Sutarties sudarymo momentu ir visa jos galiojimo laikotarpj Sutartj
vykdantys Subteikéjai turéty reikiama kvalifikacija ir patirtj, biiting tinkamam Sutarties vykdymui. Uz
Subteikeéjy sutartiniy jsipareigojimy vykdymo kokybe Nuomininkui atsako Nuomotojas.

5.6. Subteikéjams pageidaujant, Nuomininkas su jais atsiskaitys tiesiogiai. Apie Sia. galimybe
Nuomininkas subteikéjg informuos atskiru pranesimu per 3 (tris) darbo dienas nuo informacijos iS Nuomotojo
apie pasitelkiama subteikéjg gavimo dienos. Norédamas pasinaudoti tiesioginio atsiskaitymo galimybe,
subteikéjas turi apie tai rastu ne véliau kaip per 2 (dvi) darbo dienas informuoti Nuomininka. Tokiu atveju su
Nuomininku, Nuomotoju ir subteikéju bus sudaroma trisalé sutartis, kurioje pateikiama tiesioginio atsiskaitymo
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su subteikéju tvarka, jskaitant teise Nuomotojui priestarauti nepagristiems mokéjimams. Trisalés sutarties dél
tiesioginio atsiskaitymo su subteikéju pasirasymas nekeicia Nuomotojo atsakomybes dél Sutarties jvykdymo.

5.7. Sutartis iS Nuomotojo pusés vykdoma jungtinés veiklos pagrindu: NE.

5.8. Atsiradus poreikiui keisti jungtinés veiklos sutartyje nurodytus partnerius kitais (jeigu sutartis
vykdoma pagal jungtinés veiklos sutartj), privalo bati jvykdytos visos Zemiau nurodytos salygos:

5.8.1. Nuomotojas Nuomininkui pateikia Siuos dokumentus:

5.8.1.1. pasiliekancio jungtinés veiklos partnerio prasyma dél jungtinés veiklos partnerio keitimo;

5.8.1.2. pasitraukiancio jungtinés veiklos partnerio prasyma pasitraukti i$ jungtinés veiklos sutarties
partneriy ir perduoti visus jsipareigojimus pagal jungtinés veiklos sutartj naujajam / pasiliekanciam jungtinés
veiklos partneriui;

5.8.1.3. naujojo / pasiliekancio jungtinés veiklos partnerio rastiska sutikima pakeisti pasitraukiantj
jungtinés veiklos partnerj bei prisiimti visus pasitraukiancio jungtinés veiklos partnerio jsipareigojimus pagal
jungtinés veiklos sutartj bei naujojo / pasiliekancio jungtinés veiklos partnerio kvalifikacija pagrindziantys
dokumentus (jei taikoma).

5.8.2. Nuomotojas gauna Nuomininko rasytinj sutikima keisti jungtinés veiklos partnerius;

5.8.3.  Nuomotojas pateikia Nuomininkui naujos jungtinés veiklos sutarties ar esamos jungtinés veiklos
sutarties pakeitimo kopija, kurioje pasiliekanciojo jungtinés veiklos partnerio jsipareigojimai isliks tokie patys
kaip ir ankstesnéje jungtinés veiklos sutartyje, o naujasis / pasiliekantis jungtinés veiklos partneris perims visus
pasitraukiag(v:iojo jungtinés veiklos partnerio jsipareigojimus pagal ankstesne jungtinés veiklos sutartj.

5.9. Sio skyriaus nuostaty nesilaikymas yra laikomas esminiu Sutarties pazeidimu.

6. SUTARTIES GALIOJIMAS IR GINCY SPRENDIMO TVARKA

6.1. Sutartis jsigalioja nuo véliausios paraso datos ir galioja tol, kol Nuomininkas turi pagal Sutartj nuomai
perduota analizatoriy, bet ne ilgiau nei bus iSpirkta maksimali Sutarties verté nurodyta Sutarties 1.2 punkte.
Bendra Sutarties trukmé, jskaitant pratesimus, negali biti ilgesné nei 37 (trisdeSimt septyni) ménesiai (jskaitant
saskaitos uz Sistemos nuoma pateikima ir apmokéjima).

6.2. Pasibaigus Siai sutarciai, Nuomininkas turi grazinti Nuomotojui analizatoriy ne véliau kaip per 10
(desimt) darbo dieny.

6.3. Nuomininkas bet kada turi teise vienasaliskai nutraukti sutartj, apie tokj sutarties nutraukima rastu
pranesdamas Nuomotojui pries 30 (trisdeSimt) kalendoriniy dieny.

6.4. Nuomininkas turi teise vienasaliskai nutraukti Sutartj, jeigu Nuomotojas ja iS esmés pazeidé:

6.4.1. perduotas analizatorius neatitinka Sutartyje ir Techninéje specifikacijoje (Sutarties 1 priedas)
nustatyty reikalavimy ir jo trikumy nejmanoma pasalinti per protingg ir Nuomininkui priimting termina;

6.4.2. jei paaiskéja kad Nuomotojas apie analizatoriaus atitiktj nustatytiems reikalavimams pateiké
melaginga informacija, kurig Nuomininkas gali jrodyti bet kokiomis teisétomis priemonémis;

6.4.3. kai Nuomotojas nurodytais terminais nevykdo arba netinkamai vykdo Sutartyje numatytus
jsipareigojimus;

6.4.4. kai Nuomotojui yra iskeliama bankroto ar restruktirizavimo byla, arba bankroto procesas vykdomas
ne teismo tvarka, inicijuotos priverstinio likvidavimo ar susitarimo su kreditoriais proceduros arba jam vykdomos
analogiskos procediros pagal salies, kurioje jis registruotas, jstatymus, Nuomininkui tampa zinoma apie kitokj
priverstinj Nuomotojo kreditoriy teisiy jgyvendinima, galintj turéti esminés jtakos Nuomotojo galimybéms toliau
vykdyti Sutartj ir (ar) dél Nuomotojo yra priimamas ir jsiteiséja apkaltinamasis teismo nuosprendis uz 2004 m.
kovo 31 d. Europos Parlamento ir Tarybos direktyvos 2004/18/EB dél viesojo darby, prekiy ir paslaugy pirkimo
sutarciy sudarymo tvarkos derinimo 45 straipsnio 1 dalyje iSvardytuose Europos Sajungos teisés aktuose
apibréztus nusikaltimus;

6.4.5. Esant VP| 90 str. 1 d. nurodytoms aplinkybéms.

6.5. Nuomotojas turi teise vienasaliSkai nutraukti Sutartj, apie tai praneses Nuomininka rastu pries 10
(desimt) dieny, tik jeigu Nuomininkas ja i$ esmés pazeidé:
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6.5.1. Nuomininkas daugiau kaip 2 (du) kartus laiku nesumokéjo nuomos mokescio;

6.5.2. Nuomininkas sutarties galiojimo laikotarpiu iSnuomoja analizatoriy be Nuomotojo rastisko sutikimo;

6.5.3. Nuomininkas nepaisydamas ne maziau 2 (dviejy) rastiSky Nuomotojo jspéjimy, vengia vykdyti
Sutartimi prisiimtas pareigas ir nereaguoja j Nuomotojo priminimus ir jspéjimus apie Sutarties salygy vykdymo
batinuma. IS eiles einanciy priminimu ir/arba jspéjimy daznumas negali bati trumpesnis nei 5 (penkios) darbo
dienos.

6.6. Nutraukus Sutartj ar Ja1 pasibaigus, lieka galioti Sios Sutarties nuostatos, susijusios su atsakomybe
bei atsiskaitymais tarp Saliy pagal 3ig Sutartj, taip pat visos kitos $ios Sutarties nuostatos, kurios, kaip aikiai
nurodyta, islieka galioti po Sutarties nutraukimo arba turi islikti galioti, kad bity visiSkai jvykdyta Si Sutartis.

6.7. Analizatoriaus savininko pasikeitimas nesudaro pagrindo Sig sutartj nutraukti.

6.8. Kai Nuomotojas Pirkimo procediry metu atitikéiai Pirkimo dokumentuose nustatytiems
reikalavimams jrodyti rémési kity ukio subjekty ekonominiais ir finansiniais pajégumais, Nuomotojas ir ukio
subjektai, kuriy pajégumais Nuomotojas rémeési, prisiima solidarig atsakomybe uz Sutarties jvykdyma.

6.9. Sutarties salygos sutarties vykdymo laikotarpiu negali bati kei¢iamos, iSskyrus Lietuvos Respublikos
viesyjy pirkimy jstatymo 89 straipsnyje ir Sioje sutartyje numatytus atvejus.

6.10. Sutarties salygy keitimu nebus laikomas techninio pobiidZio sutarties pakeitimai (pavyzdZiui, Saliy
rekvizitai, klaidos) bei sutarties salygy koregavimas joje numatytomis aplinkybémis, jei Sios aplinkybés
nustatytos aiskiai ir nedviprasmiskai bei buvo pateiktos viesojo pirkimo salygose. Tais atvejais, kai sutarties
salygy keitimo butinybés nebuvo jmanoma numatyti rengiant konkurso salygas ir (ar) sutarties sudarymo metu,
sutarties Salys gali keisti tik neesmines sutarties salygas, pateikiant pagrindziancius dokumentus.

6.11. Visi gincai, kylantys is Sutarties, sprendziami gera valia ir bendru Sutarties §aliq sutarimu. Nepavykus

ginco isspresti derybomis per 30 (trisdesimt) dieny nuo deryby pradzws bet koks gmcas sprendZiamas Lietuvos
Respublikos teismuose. Deryby pradzia laikoma diena, kurig viena i$ Saliy pateiké prasyma rastu kitai Saliai su
sitlymu pradéti derybas.
. 6.12. Sutarties Salys susirasinéja lietuviy kalba. Visi prane$imai, sutikimai ir kitas susizinojimas, kuriuos
Salis gali pateikti pagal Sig Sutartj, bus laikomi galiojanciais ir jteiktais tinkamai, jeigu yra asmeniskai pateikti
kitai Saliai ir gautas patvirtinimas apie gavima arba issiysti registruotu pastu, faksu, elektroniniu pastu
(patvirtinant gavima) Sutartyje nurodytais adresais, elektroniniu pastu ar fakso numeriais, kitais adresais,
elektroniniu pastu ar fakso numeriais, kuriuos nurodé viena Salis, pateikdama prane$ima:

6.12.1. Nuomininko vadovo paskirti asmenys, atsakingi uz Sutarties vykdyma, sutarties ir pakeitimy
paskelbima pagal LR Viesyjy pirkimy jstatymo 86 straipsnio 9 dalies nuostatas:

Vardas, pavardé:
Pareigos
Adresas:
Telefonas:

El. pastas:
Funkcijos

Vardas, pavardé:
Pareigos
Adresas:
Telefonas:

El. pastas:
Funkcijos

6.12.2. Nuomotojo paskirtas asmuo, atsakingas uz Sutarties vykdyma:

Vardas, pavarde:
Adresas:
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Telefonas:
El. pastas:

6.12.3. Nuomotojo ir Nuomininko vienas kitam siunciami pranesimai turi bati rastiski ir siunc¢iami Siais
adresais:

Nuomotojui:
Vardas, pavarde:
Adresas:
Telefonas:

El. pastas:

Nuomininkui - Viesoji jstaiga Kauno miesto poliklinika
Adresas: Pramonés pr. 31, 51270 Kaunas
Telefonas: (8 37) 40 39 99

EL. pastas: info@kaunopoliklinika.lt

6.13.  Nuomotojo Pirkimo Nr715052 pateiktas pasitilymas ir kiti Pirkimo Nr. 715052. dokumentai yra
laikomi neatskiriama Sios Sutarties dalimi ir gali buti naudojami aiskinant Sutarties salygas.

6.14.  Salys, pasirasydamos Sia sutartj patvirtina, ja perskaite, suprate jos nuostatas bei pasirasancios
ja laisva valia, kaip jy siekius ir interesus atitinkantj dokumenta.

7. SUTARTIES PRIEDAI

7.1. Neatskiriama Sios Sutarties dalis yra
1 priedas — Techniné specifikacija.
2 priedas- |kainiy perskaiciavimo salygos.
3 priedas - Tiekéjo pasillymas ir pasitlymo paaiskinimai (jei tokiy bus).

8. JURIDINIAI SALIY ADRESAI, REKVIZITAI

Nuomotojas Nuomininkas

UAB ,,.Dimuna“ Viesoji jstaiga Kauno miesto poliklinika
Kodas 303114072 Pramoneés pr. 31, 51270 Kaunas

PVM mokétojo kodas LT100008002417 Duomenys kaupiami ir saugomi juridiniy
Parodos g. 24 - 3, 44215 Kaunas asmeny registre, kodas 135042394

Tel. +370 656 88955 PVM mokétojo kodas: LT 350423917

El. pastas: info@dimuna.com Tel. (8 37) 40 39 99

Direktorius EL. pastas: info@kaunopoliklinika.lt
Donatas Gaurilcikas Direktorius

Paulius Kibisa


mailto:info@kaunopoliklinika.lt

1 priedas prie pirkimo-pardavimo Sutarties Nr.

TECHNINE SPECIFIKACIJA

SEROLOGINIY TYRIMY LABORATORINES DIAGNOSTIKOS PRIEMONIY NUOMA, JU VEIKIMA UZTIKRINANCIOS
PASLAUGOS IR MEDZIAGOS
I. BENDROSIOS NUOSTATOS

1.4. Pirkimo objektas - Serologiniy tyrimy laboratorines diagnostikos priemoniy (toliau - Analizatoriy)
nuoma (jskaitant, bet neapsiribojant montavima, diegimga, instaliavimg, integravima, derinima, paleidima,
priezilira, remontg, atnaujinima ir aptarnavima, bei analizatoriy veikima uztikrinanciy medziagy ir detaliy
tiekima) ir reagentai bei papildomos priemoneés tyrimams atlikti su Analizatoriumi. Perkancioji organizacija
numato pagal poreikj jsigyti reagentus ir papildomas priemones, reikalingas uztikrinti kokybiska tyrimy, nurodyty
Techninéje specifikacijoje atlikima, atsizvelgiant | Tiekéjo nurodytus jy kiekius. Perkancioji organizacija
pasilieka teise prekiy kiekj didinti arba mazinti, nevirsijant bendros sutarties kainos. Perkancioji organizacija
nejsipareigoja ispirkti viso prekiy kiekio.

1.5. Perkancioji organizacija nurodo, kad pirkimas apima:

1.5.1.  Analizatoriaus, aprasyto Sios technines specifikacijos Ill dalyje, sukomplektavima;

1.5.2. Analizatoriaus atvezima ir sumontavima Perkanciosios organizacijos patalpose;

1.5.3. Analizatoriaus veikimui reikalingy funkciniy sistemy jdiegima;

1.5.4. Analizatoriaus nenutrikstama aprupinima visomis tinkamai jo eksploatacijai ir naudojimui pagal
tiksline paskirtj reikalingomis medziagomis, priedais (jskaitant, bet neapsiribojant, reagentais, kontrolinémis
medziagomis, kalibratoriais, skiedimo ir plovimo tirpalais, specialiais antgaliais ir kt. priemonémis);

1.5.5. Analizatoriaus ir jo programinés jrangos galimybe keistis informacija su perkanciosios
organizacijos laboratorine informacine sistema (toliau — LIS);

1.5.6. Analizatoriaus veikimo testavima pries faktiSkai perduodant naudoti Perkanciajai organizacijai.
Testavimas atliekamas tokiomis esminémis salygomis:

1.5.6.1. apie numatoma Analizatoriaus veikimo testavima ir jo data tiekéjas turés pranesti Perkanciajai
organizacijai rasytiniu pranesimu ne véliau kaip pries 3 (tris) dienas;

1.5.6.2. testavimas bus laikomas sékmingu, jei testavimo rezultatai atitiks Sios technines specifikacijos
bendrasias nuostatas, aparatiros specialiuosius reikalavimus bei Sios technines specifikacijos Il dalyje nurodytas
funkcines galimybes. Jei analizatoriaus veikimo testavimas nebus sékmingas, tiekéjas turés nedelsiant, bet ne
véliau kaip per 3 (tris) darbo dienas, pasalinti testavimo metu paaiskéjusius analizatoriaus trakumus,
neatitikimus ir atlikti pakartotinj analizatoriaus veikimo testavima. Jei pakartotinis analizatoriaus veikimo
testavimas néra sékmingas, tiekéjas turés ne véliau kaip per 30 (trisdesimt) kalendoriniy dieny po
pakartotinio analizatoriaus veikimo testavimo iSmontuoti analizatoriy ir jj iSvezti iS Perkanciosios organizacijos
patalpuy;

1.5.7. Analizatoriaus defekty, gedimo ir (ar) netinkamo (ne)veikimo salinima techninéje specifikacijoje
nustatyta tvarka ir terminais;

1.5.8. Analizatoriaus remonty (tiek einamajj, tiek kapitalinj), gedimy Salinima techninéje
specifikacijoje nustatyta tvarka ir terminais;

1.5.9. Analizatoriaus atsarginiy daliy sandélio valdyma ir atsarginiy detaliy tiekima, keitimag Sioje
techninéje specifikacijoje nustatyta tvarka ir terminais;

1.5.10. Perkanciosios organizacijos laboratorijos personalo (ne maziau kaip 2 (du) darbuotojai) apmokyma
dirbti su analizatoriumi;

1.5.11. Analizatorius privalés buti pajégus atlikti ne mazesnj kiekj tyrimy, negu nurodytas Sios Techninés
specifikacijos Il dalyje;

1.5.12. analizatoriaus apdraudimg turto draudimu nuo visy riziky;

1.5.13. kity veiksmy atlikima, kurie yra reikalingi pagal konkrety sitiloma Analizatoriy, siekiant uztikrinti
Perkanciosios organizacijos galimybe nepertraukiamai gauti laboratorinés diagnostikos tyrimy rezultatus pagal
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faktinj Perkanciosios organizacijos tyrimy poreikj, kuris detalizuotas Techninés specifikacijos Il dalyje (Tyrimai
ir planuojamos orientacinés jy apimtys) bei tyrimy rezultaty perdavima j Perkanciosios organizacijos
informacine sistema.

1.6. Perkancioji organizacija uz analizatoriy tiekéjui mokés tik nuomos mokestj. Sutarties galiojimo
laikotarpiu sumokamas analizatoriaus nuomos mokestis negali virsyti 90 proc. analizatoriaus vertés. Nuomos
mokestis gali buti mokamas vienu mokéjimu uz visa nuomos terming arba vienodo dydzio mokéjimais,
atliekamais kiekvieng ménesj visg sutarta nuomos terming. Tiekéjas turés uztikrinti iSnuomoto analizatoriaus
nepertraukiama veikima techninéje specifikacijoje numatytais terminais, tvarka ir pajégumais pats dengdamas
visas analizatoriy islaikymo, naudojamy medziagy ir kitas islaidas.

Il. ANALIZATORIAUS SPECIALIEJI REIKALAVIMAI

2.1. Analizatoriaus komplektacija ir techniniai reikalavimai:

2.1.1. Analizatorius turi buti techniskai pajégus atlikti visus Techninés specifikacijos Ill dalyje jvardintus
laboratorinés diagnostikos tyrimus.

2.1.2. Analizatorius turi biti ne senesnis nei 5 mety nuo eksploatavimo pradzios, turéti CE/ IVD
zenklinimus, skirtas naudoti Medicinos diagnostikos laboratorijose ir galéti perduoti duomenis j Perkanciosios
organizacijos Laboratorijos informacine sistema (LIS). Tiekéjas su pasitlymu privalo pateikti tai jrodancius
dokumentus.

2.1.3. Analizatorius privalo turéti bruksniniy kody skaitytuva, skirta méginio identifikacinio kodo
nuskaitymui. Pagal Sj koda analizatorius automatiskai turi nuskaityti arba pasirinkti i tyrimy uzsakymy
informacija apie reikalingus iS méginio padaryti konkrecius tyrimus, o atlikty tyrimy rezultatus su meéginio
identifikaciniu kodu automatiskai nusiysti j LIS.

2.1.6. Kartu su prekés pristatymu butina pateikti Analizatoriaus naudojimo instrukcija angly ir lietuviy
kalba.

2.1.7. Analizatoriai turi biiti pripazinti Lietuvos Respublikos teisés akty nustatyta tvarka ir atitikti
reikalavimus, patvirtintus Medicinos priemoniy naudojimo tvarkos aprase, patvirtiname Lietuvos Respublikos
sveikatos apsaugos ministro 2010 m. geguzés 3 d. jsakymu Nr. V-383 (su pakeitimais).

2.3. Reikalavimai analizatoriy programinei jrangai:

2.3.1. Siulomi analizatoriai ir jy programiné jranga turi turéti galimybe keistis informacija su
perkanciosios organizacijos laboratorine informacine sistema ASTM standarto protokolu arba lygiaverciais: ABX,
CSV, MCSV, HL7, REST. Tyrimy uzsakymai turi bdti automatiskai nuskaitomi, o tyrimy atlikimo rezultatai
automatiskai perduodami laboratorijos informacinei sistemai Ethernet tipo tinklu (10/100/1000BASE-T/TX)
naudojant TCP/IP protokola. Jeigu tiekéjo siulomas analizatorius, ar keli analizatoriai neturi galimybés keistis
informacija ASTM, ABX, CSV, MCSV, HL7, REST standarty protokolais, pasiulyme turi buti pateikiamas
kompiuteris su atitinkama programine jranga jgalinancia keistis informacija su perkanciosios organizacijos LIS
ASTM standarto protokolu arba lygiaverciais: ABX, CSV, MCSV, HL7, REST, kuriy pagalba tyrimy uzsakymai ir
tyrimy atlikimo rezultatai turi bati automatiskai nuskaitomi ir perduodami laboratorijos informacinei sistemai
Ethernet tipo tinklu (10/100/1000BASE-T/TX) naudojant TCP/IP protokola.

Tiekéjas analizatoriaus programinés jrangos suderinima atlieka savo jégomis ir léSomis.

2.3.2. Su Perkanciosios organizacijos LIS turi baiti galimybé keistis Siais duomenimis:

2.3.2.1. automatiskai gauti tyrimy uzZsakymus;

2.3.2.2. automatiskai perduoti tyrimy rezultatus.

2.3.3. Tiekéjas yra atsakingas uz analizatoriaus nenutrikstama veikima, uz analizatoriaus programinés
jrangos nepriekaistingg veikima bei uz analizatoriaus jungties su Perkanciosios organizacijos LIS veikima visa
sutarties galiojimo laikotarpij.

2.3.4. Turéti galimybe atlikti automatinj tyrimo atsakymo techninj validavima.

2.3.6. Analizatorius turi turéti automatizuotos kokybés kontrolés valdymo ir analizés programa.

2.3.7. Analizatorius turi turéti naudojamy reagenty ir darbo eigos atsekamumo ir apskaitos programa.

2.3.8. Analizatoriuje turi buti galimybé iS vieno mégintuvélio tuo paciu metu uzsakyti neribotg sarase
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nurodyty analic¢iy kiekj, kurios gali buti atliekamos iS tokio pacio tipo mégintuvélio pagal analizatoriaus
gamintojo metodinése rekomendacijose nurodytus reikalavimus.

2.3.10. Bendras preliminarus pacienty tyrimy skaicius pateikiamas, papildomai tiekéjai privalo jskaicCiuoti
kontroliy atlikima, reagenty bei kity medziagy sunaudojima kalibravimo procediirai.

2.4. Reikalavimai analizatoriaus atliekamiems laboratoriniams tyrimams:

2.4.1. Tyrimo atlikimui turi bati pateiktos ir jskaiCiuotos j tyrimo kaing visos pagal gamintojo
rekomendacijas tyrimo atlikimui reikalingos sudedamosios priemonés: reagentai, kalibratoriai, kontrolinés
medziagos (ne maziau kaip 2 lygiy), mégintuvéliai, plovikliai, specialds valikliai, specialus antgaliai, ar bet kokios
kitos gamintojo nurodytos priemoneés.

2.4.2. Maksimalus validuoty pacienty tyrimy skaicius pateikiamas, taciau tiekéjas turi jvertinti reikalingy
analizatoriaus veikimui medziagy kiekius atsizvelgiant j kontroliy tyrimus (ne maziau dviejy lygiy kiekviena darbo
diena) ir kalibravimui reikalingy tyrimy skaiciy.

2.4.3. Visiems sios technines specifikacijos Il dalyje iSvardintiems tyrimams pateikti gamintojo
rekomenduojamas normy reiksmes, taikomas suaugusiems ir vaikams.

2.4.4. Atliekant tyrimus, esant reikalui, turi buti galimybé tirti méginj iS specialiy vienkartiniy
megintuvéliy.

2.4.5. Tyrimo rezultatai turi buti pateikiami SI sistemos vienetais.

2.4.6. Visi reagentai, kalibratoriai, kontrolinés medziagos turi biti ne daugiau 3 skirtingy gamintojuy,
originalls, tinkami darbui su siGlomu analizatoriumi, taip pat turi bati uztikrintas sitlomy priemoniy
suderinamumas pateikiant tai jrodancius dokumentus. Galima sidlyti nepriklausomy treciyjy Saliy kokybés
kontrolés medziagas, kurios suderinamos su sitiloma jranga. Pateikti tai jrodancius dokumentus.

2.4.7. Siulomos prekeés, reagentai turi buti skirtos in vitro diagnostikai. Reagentai ir papildomos priemonés
turi bati pazenklinti CE pagal In vitro diagnostikos medicinos priemoniy reglamenta (ES) 2017/746 arba
lygiaverciu zenklu.

2.4.8. Kartu su prekémis Tiekéjas turi pateikti siilomy reagenty naudojimo instrukcijas ir saugos duomeny
lapus lietuviy ir angly kalbomis.

2.5. Reikalavimai analizatoriaus aptarnavimui:

2.5.1. Tiekéjas turés uztikrinti analizatoriaus nepertraukiama darba 5 dienas per savaite, 15 val. per
parg, darba organizuojant dvejomis pamainomis sutarties galiojimo laikotarpiu, Tiekéjas turés paskirti
atsakingus savo specialistus, kurie bity kompetentingi atlikti analizatoriaus priezilros, atnaujinimo,
aptarnavimo ir remonto darbus. Tiekéjas turés uztikrinti, jog jo paskirti specialistai nurodytais telefono
numeriais baty pasiekiami darbo dienomis Perkanciosios organizacijos darbo metu, sutarties galiojimo
laikotarpiu.

2.5.2. Gaves pranesima apie analizatoriaus gedima, Tiekéjo specialistas privalés atvykti j VS| Kauno miesto
poliklinika ne véliau kaip per 4 valandas nuo pranesimo gavimo momento ir pradéti salinti gedima arba kitaip
atkurti ir uztikrinti analizatoriaus veikima. Sistema turi biti sutaisyta ne véliau kaip per 2 darbo dienas.

2.5.3. Nesant galimybés pasalinti gedimy per nurodyta laika, Tiekéjas privalés kitais btidais ir savo (éSomis
uztikrinti tyrimy atlikima pagal Vs] Kauno miesto poliklinikos poreikius.

2.5.4. Einamasis planinis ir/ar kapitalinis analizatoriaus remontas gali biti atliekamas tik iS anksto
suderinus su Perkancigja organizacija datg ir laika.

ll. ANALIZATORIAUS TECHNINE SPECIFIKACIJA

3.1 Techniniai reikalavimai pusiau automatizuotam imunobloto tyrimy analizatoriui. (1 vnt.)
3.1.1 Analizatoriaus techniné specifikacija:



Atitikimas kokybiniams ir techniniams
reikalavimams.

Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms
jrodancius, dokumentus (buklety,

techniniy aprasy puslapiy Nr.)

Pasidlymo
Eil. Techniniai . . v dokumentai,
. . Reikalaujamos parametry reikSmeés .
Nr. reikalavimai Sitilomos prekés patvirtinantys
s P siilomos prekeés
pavadinimas, .
NP techninius
gamintojas ir
L, parametrus
techniniai
. Dokument
parametrai o Dokumen
.. to lapo
pavadini X
numeris
mas
Skirtas alergenu, EUROBLO 1,2
autoimuniniy ligy | TMaster | puslapiai
Zymenu, informaci
infekciniy ligy ja.pdf
Analizatorius skirta alergeny, Zymeny
autoimuniniy ligy Zymeny, infekciniy imunobloto
ligy Zymeny imunobloto tyrimams su tyrimams su
. . juostelémis atlikti. Analizatorius turi juostelémis
1 Analizatoriaus béti heai likti likti
. askirtis gebeti automatiskai atlikti atlikti.
P imunobloto inkubacijos ir plovimo | Analizatorius geba
zingsnius. Analizatorius turi gebéti automatiskai
atlikti ne maziau 30 tyrimy vienu | atlikti imunobloto
metu. inkubacijos ir
plovimo Zingsnius.
Prietaisas geba
atlikti 44 tyrimus
vienu metu.
Prietaisas gebi EUROLine 4
atlikti visus 3.1.2 scan puslapis
lenteléje brosidra. 7
2 iSvardintus pdf puslapis
’ tyrimus EUROBIlot
Kraujo serumas, - Analizatorius turi Master_In
Méginiai, jy gebéti atlikti visus 3.1.2 lenteléje strukcija_
specifikacija iSvardintus tyrimus. LT.pdf

Serologiniy analizavimo tyrimy analizatoriaus nuoma:




Eil. Pavadinimas Analizatoriaus Kiekis, 1 meén. Nurodyto Nurodyto
Nr. pavadinimas,modelis, vnt. nuomos kiekio 1 kiekio
gamintojas kaina, EUR meén. analizatoriy
(be PVYM) nuomos 36 mén.
kaina, EUR nuomos
(be PVM) kaina, EUR
4*5 (be PVM)
6*36 meén.
1. 2. 3. 4, 5. 6 7.
1. Serologiniy tyrimy EUROBLOTMaster 1 1.00 1.00 36.00
analizatoriaus
nuoma
Bendra suma be PVM: 36.00
21 % PVM: 7.56
Bendra suma su PVM: 43.56
Nuomotojas Nuomininkas
UAB ,,Dimuna“ Viesoji jstaiga Kauno miesto poliklinika

Parodos g. 24 - 3, 44215 Kaunas

Direktorius

Donatas Gaurilcikas

Pramonés pr. 31, 51270 Kaunas
Direktorius
Paulius Kibisa




2 priedas prie pirkimo-pardavimo Sutarties Nr.

IKAINIY PERSKAICIAVIMO SALYGOS
lkainiai Sutarties galiojimo laikotarpiu bus perskai¢iuojami(a) tokiomis salygomis:

1. Bet kuri Sutarties Salis Sutarties galiojimo metu dél kainy lygio pokycCio turi teise inicijuoti
Sutartyje nurodyty jkainiy ir Sutarties kainos perskaiciavima (keitima).
2. Sutartyje nurodyty jkainiy ir Sutarties kainos perskaiciavimas gali biti inicijuotas ne anksciau

kaip po 12 ménesiy nuo Sutarties jsigaliojimo dienos (jeigu perskaiciavimas jau buvo atliktas - nuo paskutinio
perskaic¢iavimo pagal Sj punkta dienos), jeigu kainy pokytis virsija 8 procentus.

3. lkainiy ir Sutarties kainos perskaiciavimas dél kainy lygio pokycCio atliekamas, remiantis Sia
indekso reikSme: Vartotojy kainy indeksas, grupé 12 ,|vairios prekés ir paslaugos“, kurio duomenys yra
skelbiami https://osp.stat.gov.lt/kainu-indeksai-pokyciai-ir-kainos.

4, Nauji jkainiai dél kainy lygio pokycio perskaiciuojami pagal formule:
k
a) a x (—+ 1 )
100

a - jkainis eurais be PVM (jei jkainis jau buvo perskaiciuotas, imamas jkainis po paskutinio perskaiciavimo);
as - perskaiciuotas (pakeistas) jkainis eurais be PVM;
k - kainos pokytis procentais (teigiamas, kai yra kainos padidéjimas, ir neigiamas, kai yra kainos

sumazéjimas).
5. Kainy pokytis skaiciuojamas pagal formule:
Ind,ajausias
k = (———— = 100 ) — 100
Indpradzia

INdhaujausias - Kreipimosi dél kainos perskaic¢iavimo iSsiuntimo kitai Saliai data naujausias paskelbtas
indeksas;

Indpragsia - laikotarpio pradzios datos (ménesio) indeksas.

6. Skaic¢iavimams indeksy reiksmeés (Indnaujausias ir INdpradzia) imamos keturiy skaitmeny po kablelio
tikslumu. Apskaiciuotas kainy pokytis (k) tolimesniems skaiciavimams naudojamas, jj suapvalinus iki vieno
skaitmens po kablelio, o perskaiciuoti jkainiai (a) suapvalinami iki tiek skaitmeny po kablelio, su kiek skaitmeny
po kablelio buvo nurodyti atitinkami jkainiai Sutartyje iki pirmo perskaiciavimo.

7. PerskaiCiavus jkainius, perskai¢iuojama Sutarties kaina, prie iki perskaiCiavimo jvykdyty
sutartiniy jsipareigojimy vertés su PVM pridedant likusiy sutartiniy jsipareigojimy verte su PVM, apskaiciuota
remiantis perskaiciuotais jkainiais.

8. lkainiy ir Sutarties kainos perskaiciavimas dél kainy lygio pokycio jforminamas Saliy rasytiniu
susitarimu, kuris tampa neatskiriama Sutarties dalimi PerskaicCiuojant jkainius ir Sutarties kaina.
9. Rasytiniame susitarime dél perskaiciavimo pagal kainy lygio pokytj turi biiti nurodytas: saltinis,

kuriuo buvo remiamasi atliekant perskaiciavima, atitinkami saltinio duomenys laikotarpio pradzioje (jei
taikoma) ir jy nustatymo data, saltinio duomenys laikotarpio pabaigoje ir jy nustatymo data, kainy pokytis,
perskaiciuoti jkainiai ir Sutarties kaina.

10. Jeigu atlikdamos perskaiciavima salys vadovaujasi oficialios Lietuvos, kitos Europos ekonominés
erdveés salies institucijos ar Europos Komisijos viesai skelbiamais duomeny bazés duomenimis, kitais Saltiniais,
kuriy skelbiami duomenys yra saugomi ir viesai prieinami, Salys viena i$ kitos nereikalauja pateikti oficialaus
atitinkamos institucijos ar kito saltinio iSduoto dokumento ar patvirtinimo.

11. Perskaiciuoti jkainiai taikomi po to, kai Salys sudaro susitarima dél jkainiy perskai¢iavimo.

12. Vélesnis jkainiy ir Sutarties kainos perskaicCiavimas negali apimti laikotarpio, uz kurj jau buvo
atliktas perskaiciavimas.


https://osp.stat.gov.lt/kainu-indeksai-pokyciai-ir-kainos
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13. lkainiy perskaiciavimas, iSskyrus perskaiCiavima dél mokesciy pasikeitimo, neatliekamas dél ty
sutartiniy jsipareigojimy, kurie jau buvo (turéjo buti) pradéti vykdyti iki perskai¢iavimo momento, arba kuriy
faktinis jvykdymo terminas virsija minimaly kainos perskaic¢iavimo laikotarpij.

14. Sutarties kainos perskaiciavimas dél mokesciy pasikeitimo jforminamas saliy rasytiniu susitarimu,
kuris tampa neatskiriama Sutarties dalimi.



3 priedas prie pirkimo-pardavimo Sutarties Nr.



PASIOLYMAS

DEL SEROLOGINIY TYRIMY LABORATORINES DIAGNOSTIKOS PRIEMONIY NUOMOS, JU VEIKIMA UZTIKRINANCIY PASLAUGY IR MEDZIAGY PIRKIMO

4/25/2024

(data)
Kaunas

(vieta)
Viesoji jstaiga Kauno miesto poliklinika

1. INFORMACIJA APIE TIEKEJA

Tiekéjo arba Ukio subjekty grupés dalyviy pavadinimas (-ai), juridinio asmens kodas (-ai) (jeigu pasitilyma
teikia fizinis asmuo - verslo ar individualios veiklos pazyméjimo Nr. ar pan.), adresas (-ai) Dimuna, UAB; 303114072; Parodos g. 24-3, LT-44215 Kaunas

Ukio subjekty grupés dalyvis, atstovaujantis arba vadovaujantis tikio subjekty grupei (pildoma, jei
pasitlyma teikia tiekéjy grupé)

Asmens, jgalioto bendrauti su perkanciaja organizacija, kontaktiné informacija (vardas, pavarde, tel., Bernardas Valantukevicius; +37065925777;
faks., el. p., adresas) bernardas.valantukevicius@dimuna.com

2.INFORMACIJA APIE UKIO SUBJEKTUS, KURIY PAJEGUMAIS TIEKEJAS REMIASI, KAD ATITIKTY PERKANCIOSIOS ORGANIZACIJOS KELIAMUS KVALIFIKACIJOS REIKALAVIMUS (JEIGU

Eil.Nr. [Ukio subjekto pavadinimas, Nuoroda i skelbimo apie pirkima punkto salyga, kuriai Sutarties objekto dalies, perduodamos vykdyti subtiekéjui, aprasymas
juridinio asmens kodas, adresas atitikti remiamasi Ukio subjekto pajégumais

3. INFORMACIJA APIE ZINOMUS SUBTIEKEJUS IR JIEMS PERDUODAMA VYKDYTI SUTARTIES DALIS (pildoma, jei tiekéjas pasitelkia subtiekéjus)

Eil.Nr. [Subtiekéjo pavadinimas, juridinio Sutarties objekto dalies, perduodamos vykdyti subtiekéjui, apraSymas
asmens kodas, adresas

4.PASIOLYMO KAINA

4.1.Rasitlyme kaina nurodoma eurais. Jeigu pasitlymuose kainos nurodytos uzsienio valiuta, jos turés blti perskaic¢iuojamos j eurus pagal Europos Centrinio Banko skelbiama
orientacinj euro ir uzsienio valiuty santykj, o tais atvejais, kai orientacinio euro ir uzsienio valiuty santykio Europos Centrinis Bankas neskelbia, - pagal Lietuvos banko nustatoma ir
skelbiama orientacinj euro ir uzsienio valiuty santykj pasitilymy pateikimo diena.

4.2.Apskaiciuojant kaina, turi bati atsizvelgta i visa pirkimo dokumentuose nurodyta pirkimo objekto apimtj ir reikalavimus, kainos sudétines dalis ir pan. PVM nurodomas atskirai.
Jei tiekéjas yra ne PVM mokétojas, turi apie tai nurodyti pasitilyme, nurodant teisinj pagrinda. Tiekéjas turi jvertinti ar sutarties vykdymo metu netaps PVM mokétoju. Jei tiekéjas
vykdydamas sutartj taps PVM mokeétoju, pasitlyme turi nurodyti kaing su PVM. Pasitilymy kainos bus vertinamos ir lyginamos be PVM. | pasitilymo kaing privalo bati jskaiciuoti visi
mokesciai bei visos kitos Tiekéjo patirtos ir (ar) galimos patirti tiesioginés ir netiesioginés iSlaidos ir mokesciai, susije su Prekiy tiekimu, jskaitant, bet neapsiribojant (iSskyrus tuos
atvejus, kai pirkimo dokumentuose aiskiai nurodyta, kad tam tikros konkrecios iSlaidos neturi bati jskaiciuotos j Sutarties kaina):

4.2.1.transportavimo islaidas;

4.2.2.pakavimo, pakrovimo, tranzito, iskrovimo, iSpakavimo, pakuociy surinkimo ir sutvarkymo, tikrinimo, draudimo ir kitas su Prekiy tiekimu susijusias iSlaidas;

4.2.3.wvisas su dokumenty, kuriy reikalauja Pirkéjas, rengimu ir pateikimu susijusias iSlaidas;

4.2.4.pristatyty Prekiy surinkimo vietoje ir (arba) paleidimo, ir (arba) priezitros iSlaidas;

4.2.5.aprapinimo jrankiais, reikalingais pristatyty Prekiy surinkimui ir (arba) priezitrai, iSlaidas;

4.2.6.naudojimo ir priezitros instrukciju, numatyty Techninéje specifikacijoje, pateikimo islaidas;

4.2.7.8laidos licencijoms, patentams, leidimams ir pan.

4.2.8.elektroniniy saskaity teikimo islaidos;

4.2.9.Brekiy techninés priezitros iSlaidos ir kt.;

4.3.deigu pasitlyme nurodyta kaina, iSreikSta skaitmenimis, neatitinka kainos, nurodytos Zodziais, teisinga laikoma kaina, nurodyta Zodziais.

4.4.Galutiné pasitlymo kaina turi biti nurodoma dviejy skaiciy po kablelio tikslumu. Jei trecias skaicius po kablelio yra nuo 0 iki 4, antrasis skaicius po kablelio paliekamas koks
yra, jei trecias skaicius po kablelio yra nuo 5 iki 9, antraji skaiciy po kablelio padidiname vienu vienetu, pvz., 3,14159 suapvalinus iki Simtyjy bus 3,14. Suapvalinus 3,1153 iki Simtujy
bus 3,12.

Serologiniy analizavimo tyrimy analizatoriaus nuoma: :

Pirkimo salygy 6 priedas "Pasitlymo forma"



Analizatoriaus

1 mén. nuomos

Nurodyto kiekio 1

Nurodyto kiekio
analizatoriy 36

Eil. Nr. Pavadinimas pavadinimas,mod Kiekis, vnt. : mén. nuomos kaina,| mén. nuomos
elis, gamintojas kaina, EUR (be PYM)| "2 (be PVM) 4*5 | kaina, EUR (be
PVM) 6*36 mén.
1. 2. 3. 4. 5. 6 7.
1, [Serologiniutyrimy analizatoriaus g\ ;g1 gTMaster 1 1.00 1.00 36.00
nuoma
Bendra suma be PVM: 36.00
_PVM: 7.56
Bendra suma su PVM: 43.56

Reagenty ir priemoniy kaina nurodytam tyrimy skaiciui atlikti su serologiniy tyrimy al

nalizatoriumi:

Reagentuir | o, ociy kiekis -
Preliminarus priemoniy kiekis nurodytam Galiojimo Mato vnt. Slulomt?s Suma, EUR be| _._ . | Suma, EUR su PVM 36 Gamintojas,
Eil. Nr. Pavadinimas tyrimy kiekis per Mato vnt. Sitloma pakuoté (ml./vnt.) . tyrimy skaiciui ir terminas kaina, EUR be Pakuotes PVM 36 mén. Sll.!|0m05 pakuotés meén. komercinis prekeés
. (ml/vnt.) nurodytam tyrimy N P kaina, EUR be kaina, EUR su PVM .
36 mén., vnt. RO . 36 mén atidarius pakuote PVM (7*10) (7*12) pavadinimas
skaiciui ir 36 mén. : - PVM
. . laikotarpiui
laikotarpiui
1. 2. 3. 4. 5. 6. 7. 8. 9. 10. 11. 12. 13. 14.
Antikiny (IgE) nustatymas prie$
1. maisto alergenus -miltams ir mésai 200
(ne maziau 10)
Gamintojas:
. . . EUROIMMUN
Re?gventa] IgE a(;tlk!{nq qustatymul ) pavadinimas:Food
1.1, |pries maisto (milty ir mésos) vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 Flour and Meat
alergeny ekstraktus Katalogo Nr.:DP 3428-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
1.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antiktiny (IgE) nustatymas pries
maisto alergenus - pieno
N s 200
produktams ir rieSutams (ne maziau
2. [10)
Gamintojas:
EUROIMMUN
Reagentai IgE antikdny nustatymui Pavadinimas:Food
pries maisto (pieno produkty ir vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 Dairy and
riesuty) alergeny ekstraktus. Nuts
Katalogo Nr.:DP 3427-
2.1. 1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
2.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897
0144
Antikainy (IgE) nustatymas prie$
3. maisto alergenus - darzovéms (ne 200
maziau 10)
Gamintojas:
. . . EUROIMMUN
Re?%entqr IgE antlkurrq nustatymui ) pavadinimas:Food
3.1. |prie$ maisto (darZoviy) alergeny vnt. 1x16 208 13 12 mén. 12.50 200.00 2600.00 210.00 2730.00 vegetables
ekstraktus. Katalogo Nr.:DP 3429-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
3.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antikainy (IgE) nustatymas prie$
4, maisto alergenus - vaisiams (ne 200

maziau 10)




Reagentai IgE antikiny nustatymui

Gamintojas:
EUROIMMUN
Pavadinimas:Food

4.1, |prie$ maisto (vaisiy) alergeny vnt. 1x16 13 12 mén. 12.50 200.00 2600.00 210.00 2730.00 fruits
ekstraktus. Katalogo Nr.:DP 3430-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
4.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antikdny (IgE) nustatymas pries
5. ikvepiamuosius alergenus - 200
medziams (ne maziau 10)
Gamintojas:
. o . EUROIMMUN
Re_age_ntm I_gE antikany n_ustutymul ) pavadinimas:Inhalation
5.1. |pries jkvepiamyjy (medZiy) vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 trees
alergeny ekstraktus. Katalogo Nr.:DP 3128-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
5.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antikiny (IgE) nustatymas prie$
6. ikvepiamuosius alergenus - Zoléms 200
(ne maziau 10)
Gamintojas:
. o . EUROIMMUN
Re?gve'ntm IgE ar{tlk!fm{ nustatymui ) pavadinimas:Inhalation
6.1. |pries jkvepiamyjy (Zoliy) alergeny vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 grass and weeds
ekstraktus. Katalogo Nr.:DP 3129-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
6.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antiktiny (IgE) nustatymas pries
7. ikvepiamuosius alergenus - gyviinus 200
(ne maziau 10)
Gamintojas:
. - A EUROIMMUN
Rea%entar IgE antikdny nustatymui . Pavadinimas:
7.1. |pries jkvepiamyjy (gyviny) vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 Inhalation animals
alergeny ekstraktus. Katalogo Nr.:DP 3130-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
7.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897
0144
Antikainy (IgE) nustatymas prie$
8. ikvepiamuosius alergenus - patalpy 200
alergenams (ne maziau 10)
Gamintojas:
EUROIMMUN
Reagentai IgE antikany nustatymui Pavadinimas:Inhalation
8.1. |pries jkvepiamyjy (patalpy vnt. 1x16 208 13 12 mén. 10.00 160.00 2080.00 168.00 2184.00 indoor
alergeny) alergeny ekstraktus. allergens
Katalogo Nr.:DP 3131-
1601 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
8.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Antikainy (IgA) nustatymas prie$
9. audiniy transgliutaminaze ir 500

deamiduota gliadina.




Reagentai skirti antikdny pries

Gamintojas:
EUROIMMUN
Pavadinimas: Coeliac

9.1. glzadmz.z ir au.dmrq ) vnt. 1x16 512 32 12 mén. 22.50 360.00 11520.00 378.00 12096.00 Disease Profile
transgliutaminaze nustatymui Katalogo nr.: DL 1910-
1601
Gamintojas:
9.2. |Inkubaciniai loveliai vt. tvnt 13 13 tki gap!‘;’;;‘;sla'k° 4.00 4.00 52.00 4.20 54.60 nga ?L':?L'j': 7D 9895-
0144
Gamintojas:
EUROIMMUN
9.3. |Plovimo tirpalas vit. 1x 500 ml 1 1 Iki gatiojimo laiko | (5 o 65.00 65.00 68.25 68.25 Pavadinimas: Setup
pabaigos Clean
Katalogo Nr.: ZG 0009-
0505
Reagentai boreliozés IgM antikiiny
10. . 500
nustatymui
Gamintojas:
EUROIMMUN
L L L. Pavadinimas: Anti-
10,1, |Reagentai skirti IgMantikiny pries vit. 1x32 512 16 12 mén. 15.00|  480.00 7680.00 504.00 8064.00 Borrelia EUROLINE-RN-
borrelia nustatymui AT (IgM)
Katalogo nr.: DN 2131-
3201 M
Gamintojas:
10.2. |Inkubaciniai loveliai vit. Tvnt 13 13 i ga;:;’;:ggsla'k° 4.00 4.00 52.00 420 54.60 ﬁgfa‘f(',';"f‘,jf 7D 9898
0144
1". Reagentai Poreliozés 1gG antikany 500
nustatymui
Gamintojas:
EUROIMMUN
. - . Pavadinimas: Anti-
11,1, |Reasental skirti IgG antikanu pries vit. 1x32 512 16 12 men. 17.00|  544.00 8704.00 571.20 9139.20 Borrelia EUROLINE-RN-
borrelia nustatymui AT (IgG)
Katalogo nr.: DN 2131-
3201 G
Gamintojas:
11.2. |Inkubaciniai loveliai vt. Tvat 13 13 tki ge;:’b]a':ggsla'“ 4.00 4.00 52.00 420 54.60 nga ?g;\?w 209898
0144
|kvepiamyjy alergeny nustatymas
12. 5 o 200
(ne maziau 30 specifiniy alergeny)
Gamintojas:
. - . EUROIMMUN
Reflg,ver;tar {gE ant{kunu nustatymui ) pavadinimas: “Lebanon
12.1. |pries jkvrpiamuosius alergeny vnt. 1x16 208 13 12 mén. 21.50 344.00 4472.00 361.20 4695.60 2
ekstraktus Katalogo Nr.:DP 3123-
16012 E
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
12.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
Gamintojas:
EUROIMMUN
13.3 |Plovimo tirpalas vnt. 1x 500 ml 1 1 Iki gatiojimo laiko | (5 o 65.00 65.00 68.25 68.25 Pavadinimas: Setup
pabaigos Clean
Katalogo Nr.: ZG 0009-
0505
13 Antikiiny (IgG) nustatymas pries 200

maisto antigenus




Gamintojas:
EUROIMMUN
Reagentai skirti IgG antikdny pries A Pavadinimas:
13.1. maisto alergenus nustatymui (54) vnt. 1x16 208 13 12 men. 45.00 720.00 9360.00 756.00 9828.00 myfoodprofile basic 1
Katalogo nr.: NP 7101-
1601-1 G
Gamintojas:
Inkubaciniai loveliai alergijy Iki galiojimo laiko EUROIMMUN
13.2. tyrimams vnt. 1vnt 5 5 pabaigos 4.00 4.00 20.00 4.20 21.00 Katalogo Nr.: ZD 9897-
0144
14, Ant.ikﬂnq (I_gG) nustatymas pries 200
maisto antigenus
Gamintojas:
EUROIMMUN
R tai skirti IgG antikdi ies Pavadinimas:
13,1, |reagental sKirti 1t antikuny pries vt. 1x16 208 13 12 mén. 107.50 1720.00 22360.00 1806.00 23478.00 myfoodprofile
maisto alergenus nustatymui (216)
advanced 1
Katalogo nr.: NP 7124-
1604-1 G
Inkubaciniai loveliai alergii ki galiojimo laik Gamintojas:
13,2, [ Coac il foverta arersi vit. tvnt 5 5 e omes | 16.00 16.00 80.00 16.80 84.00 EUROIMMUN
yrimams pabaigos Katalogo Nr.: ZD 9897-
0144
13.3. |Plovimo tirpalas vit. 1x 500 ml 1 1 Iki gatiojimo laike | 5 54 65.00 65.00 68.25 68.25 EUROIMMUN
pabaigos Pavadinimas: Setup
. . Bendra kaina Eur
Bendra kaina EUR be PVM: 82407.00 su PVM: 86527.35

Pirkimo pasiiilymo kaina:

Pirkimo
dalies Pavadinimas Pasitlymo kaina (Eur be PVM) Pasitlymo kaina (Eur su PVM)
Nr.
1. |Serologiniy tyrimy analizatoriaus nuoma, jo veikima uztikrinancios paslaugos ir medziagos:
1.1. |Serologiniy tyrimy analizatoriaus nuoma, 1 vnt. 36 43.56
1.2. |Reagenty ir priemoniy kaina nurodytam tyrimy skaiciui atlikti su serologiniy tyrimy analizatoriumi 82407 86527.35
Bendra pasitilymo kaina Eur:|82443 86570.91

4.5.Rasitilymo kaina EUR su PVM ZodZiais: AStuoniasdeSimt Sesi tikstanCiai penki §imtai septyniasdeSimt eury 91 ct
4.6.9ei ,,PVM“ laukas nepildomas, nurodykite priezastis, dél kuriy PVM nemokamas:

Jei nenurodyta kitaip, visi dokumentai teikiami su pasitlymu CVP IS priemonémis:

5.cPRIDEDAMI DOKUMENTAI IR INFORMACIJA APIE KONFIDENCIALUMA

Ar dokumente yra
. . konfidencialios Paaiskinimas, kokia konkreti informacija dokumente yra konfidenciali ir
Eil. Nr. Dokumentas Lapy skaicius . " N
informacijos? kodeél
(Taip / Ne)
1 2 3 4 5
Jungtinés veiklos sutarties kopija (jei pasitulyma
1. P . .
pateikia Okio subjekty grupé)
Igaliojimo ar kito dokumento, suteikiancio teise pateikti
2. : R - . o 1 Ne
ir (ar) pasiradyti pasitlyma bei kitus dokumentus, kopija
3. Jei tiekéjas pasitelkia dkio subjektus - jrodymai, kad Sie
4, Uzpildytas EBVPD (Pirkimo salygy 5 priedas ,,EBVPD* ). 16 Ne
UZpildytas Pirkimo salygy 2 priedas ,,Techniné
5. el 9 Ne
specifikacija
Sitilomo pirkimo objekto aprasymas ir dokumentai
6. |atsizvelgiant j Pirkimo salygy 2 priedas ,, Techniné 248 Ne
specifikacija“ reikalavimus




Dokumentai, patvirtinantys pasitilyme nurodytos prekés
atitikima visiems reikalavimams, nurodytiems
kiekviename Pirkimo salygy 2 priedas ,,Technine
specifikacija“ lenteles punkte.

248 Ne

Pirkimo salygy 8 priedas ,,Deklaracija dél Tarybos
reglamente (ES) 2022/576 nustatyty salygy nebuvimo*

Pirkimo salygy 8 priedas , Tiekéjo deklaracija del
atitikties VP| 45 str. 2 1 d. nuostatoms*

Dokumentai, patvirtinantys tiekéjo atitikima
kvalifikacijos reikalavimams, nurodytiems Pirkimo
salygy 4 priedas ,, Tiekéjy kvalifikacijos reikalavimai ir
reikalaujami kokybés bei aplinkos apsaugos vadybos

Pasiradydamas 3j pasidlyma, tvirtintu, kad:

«  esu susipazines su pirkimo dokumentais, taip pat su galiojanciais Lietuvos Respublikos jstatymais, pojstatyminiais teisés aktais, kurie reguliuoja viesSyjy pirkimy atlikimo tvarka bei
gali tureéti jtakos bet kokiems tarp perkanciosios organizacijos ir tiekéjo susiklostantiems santykiams, kylantiems i$ Sio pirkimo ir (ar) susijusiems su Siuo pirkimu;

« sutinku su pirkimo dokumentuose nustatytomis salygomis ir procedidromis,

«  pasitilymo dokumentuose pateikti duomenys ir informacija yra teisinga ir apima viska, ko reikia tinkamam sutarties jvykdymui;

« pasitlymas galioja pirkimo salygy 1 skyriuje ,, Terminai“ atitinkamame punkte nurodyta termina;

« suprantu, kad COVID-19, Rusijos Federacijos karinés agresijos pries Ukraing veiksmai bei nepaprastosios padéties Lietuvos Respublikos teritorijoje jvedimas atsizvelgiant i §j
agresijos aktg savaime néra laikomi civilinés atsakomybés netaikymo pagrindais, ir nesutrukdys tinkamai jvykdyti Sutartj.

Produkty vadovas (Parasas)o Bernardas Valantukevicius



Pirkimo salygy 2 priedas ,,Techniné specifikacija“

TECHNINE SPECIFIKACIJA

SEROLOGINIYU TYRIMU LABORATORINES DIAGNOSTIKOS PRIEMONIY NUOMA, JU VEIKIMA UZTIKRINANCIOS PASLAUGOS IR MEDZIAGOS
I. BENDROSIOS NUOSTATOS

1.1. Pirkimo objektas - Serologiniy tyrimy laboratorinés diagnostikos priemoniy (toliau - Analizatoriy) nuoma (jskaitant, bet
neapsiribojant montavima, diegima, instaliavima, integravima, derinima, paleidima, prieziira, remonta, atnaujinima ir aptarnavima, bei
analizatoriy veikima uztikrinan¢iy medziagy ir detaliy tiekima) ir reagentai bei papildomos priemonés tyrimams atlikti su Analizatoriumi.
Perkancioji organizacija numato pagal poreikj jsigyti reagentus ir papildomas priemones, reikalingas uztikrinti kokybiska tyrimy, nurodyty
Techninéje specifikacijoje atlikima, atsizvelgiant j Tiekéjo nurodytus jy kiekius. Perkancioji organizacija pasilieka teise prekiy kiekj didinti arba
mazinti, nevirsijant bendros sutarties kainos. Perkancioji organizacija nejsipareigoja iSpirkti viso prekiy kiekio.

1.2. Perkancioji organizacija nurodo, kad pirkimas apima:

1.2.1. Analizatoriaus, aprasyto sios technines specifikacijos Ill dalyje, sukomplektavima;

1.2.2. Analizatoriaus atvezima ir sumontavima Perkanciosios organizacijos patalpose;

1.2.3. Analizatoriaus veikimui reikalingy funkciniy sistemy jdiegima;

1.2.4. Analizatoriaus nenutrtikstama aprupinima visomis tinkamai jo eksploatacijai ir naudojimui pagal tiksline paskirtj reikalingomis
medziagomis, priedais (jskaitant, bet neapsiribojant, reagentais, kontrolinémis medziagomis, kalibratoriais, skiedimo ir plovimo tirpalais,
specialiais antgaliais ir kt. priemonémis);

1.2.5. Analizatoriaus ir jo programinés jrangos galimybe keistis informacija su perkanciosios organizacijos laboratorine informacine
sistema (toliau — LIS);

1.2.6. Analizatoriaus veikimo testavima pries faktiskai perduodant naudoti Perkanciajai organizacijai. Testavimas atliekamas tokiomis
esminémis salygomis:

1.2.6.1. apie numatoma Analizatoriaus veikimo testavima ir jo data tiekéjas turés pranesti Perkanciajai organizacijai rasytiniu pranesimu
ne véliau kaip pries 3 (tris) dienas;

1.2.6.2. testavimas bus laikomas sékmingu, jei testavimo rezultatai atitiks Sios technines specifikacijos bendrasias nuostatas, aparattiros
specialiuosius reikalavimus bei Sios technines specifikacijos Ill dalyje nurodytas funkcines galimybes. Jei analizatoriaus veikimo testavimas nebus
sekmingas, tiekéjas turés nedelsiant, bet ne véliau kaip per 3 (tris) darbo dienas, pasalinti testavimo metu paaiskéjusius analizatoriaus trikumus,
neatitikimus ir atlikti pakartotinj analizatoriaus veikimo testavima. Jei pakartotinis analizatoriaus veikimo testavimas néra sékmingas, tiekéjas
turés ne véliau kaip per 30 (trisdeSimt) kalendoriniy dieny po pakartotinio analizatoriaus veikimo testavimo iSmontuoti analizatoriy ir jj
iSvezti iS Perkanciosios organizacijos patalpu;

1.2.7. Analizatoriaus defekty, gedimo ir (ar) netinkamo (ne)veikimo salinima techninéje specifikacijoje nustatyta tvarka ir terminais;

1.2.8. Analizatoriaus remonta (tiek einamajj, tiek kapitalinj), gedimy salinima techninéje specifikacijoje nustatyta tvarka ir terminais;

1.2.9. Analizatoriaus atsarginiy daliy sandélio valdyma ir atsarginiy detaliy tiekima, keitima Sioje techninéje specifikacijoje nustatyta
tvarka ir terminais;

1.2.10. Perkanciosios organizacijos laboratorijos personalo (ne maziau kaip 2 (du) darbuotojai) apmokyma dirbti su analizatoriumi;

1.2.11. Analizatorius privalés biti pajégus atlikti ne mazesnj kiekj tyrimy, negu nurodytas Sios Techninés specifikacijos Ill dalyje;

1.2.12. analizatoriaus apdraudimg turto draudimu nuo visy riziky;

1.2.13. kity veiksmy atlikima, kurie yra reikalingi pagal konkrety sitiloma Analizatoriy, siekiant uztikrinti Perkanciosios organizacijos
galimybe nepertraukiamai gauti laboratorinés diagnostikos tyrimy rezultatus pagal faktinj Perkanciosios organizacijos tyrimy poreikj, kuris
detalizuotas Techninés specifikacijos Il dalyje (Tyrimai ir planuojamos orientacinés jy apimtys) bei tyrimy rezultaty perdavima j Perkanciosios



organizacijos informacine sistema.

1.3. Perkancioji organizacija uz analizatoriy tiekéjui mokés tik nuomos mokestj. Sutarties galiojimo laikotarpiu sumokamas analizatoriaus
nuomos mokestis negali virsyti 90 proc. analizatoriaus vertés. Nuomos mokestis gali biti mokamas vienu mokéjimu uz visa nuomos terming arba
vienodo dydzio mokéjimais, atliekamais kiekviena ménesj visa sutarta nuomos termina. Tiekéjas turés uztikrinti iSnuomoto analizatoriaus
nepertraukiama veikima techninéje specifikacijoje numatytais terminais, tvarka ir pajégumais pats dengdamas visas analizatoriy islaikymo,
naudojamy medziagy ir kitas islaidas.

Il. ANALIZATORIAUS SPECIALIEJI REIKALAVIMAI

2.1. Analizatoriaus komplektacija ir techniniai reikalavimai:

2.1.1. Analizatorius turi bdti techniskai pajégus atlikti visus Techninés specifikacijos Ill dalyje jvardintus laboratorinés diagnostikos tyrimus.

2.1.2. Analizatorius turi biiti ne senesnis nei 5 mety nuo eksploatavimo pradzios, turéti CE/ IVD Zenklinimus, skirtas naudoti Medicinos
diagnostikos laboratorijose ir galéti perduoti duomenis | Perkanciosios organizacijos Laboratorijos informacine sistema (LIS). Tiekéjas su
pasitlymu privalo pateikti tai jrodan¢ius dokumentus.

2.1.3. Analizatorius privalo turéti briksniniy kody skaitytuva, skirta méginio identifikacinio kodo nuskaitymui. Pagal sj koda analizatorius
automatiskai turi nuskaityti arba pasirinkti i tyrimy uzsakymy informacija apie reikalingus iS méginio padaryti konkrecius tyrimus, o atlikty
tyrimy rezultatus su méginio identifikaciniu kodu automatiskai nusiysti j LIS.

2.1.4. Kartu su prekés pristatymu butina pateikti Analizatoriaus naudojimo instrukcija angly ir lietuviy kalba.

2.1.5. Analizatoriai turi bati pripazinti Lietuvos Respublikos teisés akty nustatyta tvarka ir atitikti reikalavimus, patvirtintus Medicinos
priemoniy naudojimo tvarkos aprase, patvirtiname Lietuvos Respublikos sveikatos apsaugos ministro 2010 m. geguzés 3 d. jsakymu Nr. V-383 (su
pakeitimais).

2.3. Reikalavimai analizatoriy programinei jrangai:

2.3.1. Sitlomi analizatoriai ir jy programiné jranga turi turéti galimybe keistis informacija su perkanciosios organizacijos laboratorine
informacine sistema ASTM standarto protokolu arba lygiaverciais: ABX, CSV, MCSV, HL7, REST. Tyrimy uzsakymai turi bati automatiskai
nuskaitomi, o tyrimy atlikimo rezultatai automatiskai perduodami laboratorijos informacinei sistemai Ethernet tipo tinklu (10/100/1000BASE-
T/TX) naudojant TCP/IP protokola. Jeigu tiekéjo sillomas analizatorius, ar keli analizatoriai neturi galimybés keistis informacija ASTM, ABX,
CSV, MCSV, HL7, REST standarty protokolais, pasitlyme turi biti pateikiamas kompiuteris su atitinkama programine jranga jgalinancia keistis
informacija su perkanciosios organizacijos LIS ASTM standarto protokolu arba lygiaverciais: ABX, CSV, MCSV, HL7, REST, kuriy pagalba tyrimy
uzsakymai ir tyrimy atlikimo rezultatai turi bati automatiskai nuskaitomi ir perduodami laboratorijos informacinei sistemai Ethernet tipo tinklu
(10/100/1000BASE-T/TX) naudojant TCP/IP protokola.

Tiekéjas analizatoriaus programinés jrangos suderinima atlieka savo jégomis ir léSomis.

2.3.2. Su Perkanciosios organizacijos LIS turi biiti galimybé keistis Siais duomenimis:

2.3.2.1. automatiskai gauti tyrimy uzZsakymus;

2.3.2.2. automatiskai perduoti tyrimy rezultatus.

2.3.3. Tiekéjas yra atsakingas uz analizatoriaus nenutrukstama veikima, uz analizatoriaus programinés jrangos nepriekaistinga veikima bei
uz analizatoriaus jungties su Perkanciosios organizacijos LIS veikima visa sutarties galiojimo laikotarpj.

2.3.4. Turéti galimybe atlikti automatinj tyrimo atsakymo techninj validavima.

2.3.6. Analizatorius turi turéti automatizuotos kokybés kontrolés valdymo ir analizés programa.

2.3.7. Analizatorius turi turéti naudojamy reagenty ir darbo eigos atsekamumo ir apskaitos programa.

2.3.8. Analizatoriuje turi bdti galimybé iS vieno mégintuvélio tuo paciu metu uzsakyti neribota sarase nurodyty anali¢iy kiekj, kurios gali
buti atliekamos is tokio pacio tipo mégintuvélio pagal analizatoriaus gamintojo metodinése rekomendacijose nurodytus reikalavimus.

2.3.10. Bendras preliminarus pacienty tyrimy skaicius pateikiamas, papildomai tiekéjai privalo jskaicCiuoti kontroliy atlikima, reagenty bei
kity medziagy sunaudojima kalibravimo procedirai.



2.4. Reikalavimai analizatoriaus atliekamiems laboratoriniams tyrimams:

2.4.1. Tyrimo atlikimui turi biti pateiktos ir jskaiCiuotos j tyrimo kaing visos pagal gamintojo rekomendacijas tyrimo atlikimui reikalingos
sudedamosios priemonés: reagentai, kalibratoriai, kontrolinés medziagos (ne maziau kaip 2 lygiy), mégintuvéliai, plovikliai, specialus valikliai,
specialus antgaliai, ar bet kokios kitos gamintojo nurodytos priemonés.

2.4.2. Maksimalus validuoty pacienty tyrimy skaicius pateikiamas, taciau tiekéjas turi jvertinti reikalingy analizatoriaus veikimui medziagy
kiekius atsizvelgiant j kontroliy tyrimus (ne maziau dviejy lygiy kiekvieng darbo diena) ir kalibravimui reikalingy tyrimy skaiciy.

2.4.3. Visiems Sios technines specifikacijos Ill dalyje iSvardintiems tyrimams pateikti gamintojo rekomenduojamas normy reikSmes,
taikomas suaugusiems ir vaikams.

2.4.4. Atliekant tyrimus, esant reikalui, turi biti galimybé tirti méginj is specialiy vienkartiniy mégintuvéliy.

2.4.5. Tyrimo rezultatai turi buti pateikiami Sl sistemos vienetais.

2.4.6. Visi reagentai, kalibratoriai, kontrolinés medziagos turi biti ne daugiau 3 skirtingy gamintojy, originalds, tinkami darbui su
siilomu analizatoriumi, taip pat turi biti uztikrintas siilomy priemoniy suderinamumas pateikiant tai jrodancius dokumentus. Galima
sitalyti nepriklausomy treciyjy Saliy kokybés kontrolés medziagas, kurios suderinamos su siiloma jranga. Pateikti tai jrodancius
dokumentus.

2.4.7. Sitlomos prekeés, reagentai turi biti skirtos in vitro diagnostikai. Reagentai ir papildomos priemonés turi bati pazenklinti CE pagal
In vitro diagnostikos medicinos priemoniy reglamenta (ES) 2017/746 arba lygiaverciu Zenklu.

2.4.8. Kartu su prekémis Tiekéjas turi pateikti siilomy reagenty naudojimo instrukcijas ir saugos duomeny lapus lietuviy ir angly kalbomis.

2.5. Reikalavimai analizatoriaus aptarnavimui:

2.5.1. Tiekéjas turés uztikrinti analizatoriaus nepertraukiama darba 5 dienas per savaite, 15 val. per para, darba organizuojant dvejomis
pamainomis sutarties galiojimo laikotarpiu, Tiekéjas turés paskirti atsakingus savo specialistus, kurie buty kompetentingi atlikti analizatoriaus
prieziliros, atnaujinimo, aptarnavimo ir remonto darbus. Tiekéjas turés uztikrinti, jog jo paskirti specialistai nurodytais telefono numeriais biity
pasiekiami darbo dienomis Perkanciosios organizacijos darbo metu, sutarties galiojimo laikotarpiu.

2.5.2. Gaves pranesima apie analizatoriaus gedima, Tiekéjo specialistas privalés atvykti j VS| Kauno miesto poliklinika ne véliau kaip per
4 valandas nuo pranesimo gavimo momento ir pradéti salinti gedima arba kitaip atkurti ir uztikrinti analizatoriaus veikima. Sistema turi bati
sutaisyta ne véliau kaip per 2 darbo dienas.

2.5.3. Nesant galimybés pasalinti gedimy per nurodyta laika, Tiekéjas privalés kitais budais ir savo léSomis uztikrinti tyrimy atlikima pagal
Vs| Kauno miesto poliklinikos poreikius.

2.5.4. Einamasis planinis ir/ar kapitalinis analizatoriaus remontas gali biti atliekamas tik i$ anksto suderinus su Perkancigja organizacija
datg ir laika.

ll. ANALIZATORIAUS TECHNINE SPECIFIKACIJA

3.1 Techniniai reikalavimai pusiau automatizuotam imunobloto tyrimy analizatoriui. (1 vnt.)
3.1.1 Analizatoriaus techniné specifikacija:



Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,
dokumentus (buklety, techniniy aprasy puslapiy Nr.)

Ei Techniniai . . v s Pasitlymo dokumentai,
il. Nr. . .. Reikalaujamos parametry reikSmes - . . . -
reikalavimai Sidlomos prekés patvirtinantys sidlomos
pavadinimas, prekés techninius
gamintojas ir techniniai parametrus
parametrai Dokumento Dokumento
pavadinimas | lapo nhumeris
Skirtas alergenu, EUROBLOTMa | 1,2 puslapiai
autoimuniniy ligy ster
Analizatorius skirta alergeny, autoimuniniy ligy | Zymenu, infekciniy ligy | informacija.p
zymeny, infekciniy ligy Zymeny imunobloto Zymeny imunobloto df
tyrimams su juostelémis atlikti. Analizatorius turi | tyrimams su juostelémis
1. Analizatoriaus paskirtis | gebéti automatiskai atlikti imunobloto atlikti. Analizatorius
inkubacijos ir plovimo zingsnius. Analizatorius | geba automatiskai atlikti
turi gebéti atlikti ne maziau 30 tyrimy vienu | imunobloto inkubacijos
metu. ir plovimo Zingsnius.
Prietaisas geba atlikti 44
tyrimus vienu metu.
Prietaisas gebi atlikti EUROLinesca 4 puslapis
visus 3.1.2 lenteleje n 7 puslapis
) iSvardintus tyrimus brosiara.pdf
’ EUROBlotMas
Méginiai, jy Kraujo serumas, - Analizatorius turi gebéti atlikti ter_Instrukcij
specifikacija visus 3.1.2 lenteléje iSvardintus tyrimus. a_LT.pdf

3.1.2 Analizatoriumi atliekamy tyrimy specifikacija:

Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
. reikalaujamoms charakteristikoms jrodancius,
Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Bil. | o adinimas I‘(‘fetkfs”;;f_ Techniniai ir kokybiniai reikalavimai Pasidlymo dokumentai,
Nr. 36 men tyrimams Sitlomos prekés patvirtinantys siGlomos
vnt 20 pavadinimas, prekés techninius
: gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas | lapo numeris
Antiktny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 73,78
1 nustatymas 200 klasés antikiiny pries maisto alergenus kiekybiniam zmogaus instrukcijos. puslapiai
" | pries maisto nustatymui serume. Diagnostikai IgE klasés antikuny pdf
alergenus - naudojami alergeny komponentai turi buti | pries maisto alergenus




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Eil. Pavadinimas Il(JiSetk)l{;"nell{' Techniniai ir kokybiniai reikalavimai Pasil'{ly.mo dokumentai,
Nr. 36 mé‘:\ tyrimams Sitlomos prekés patvirtinantys sililomos
¢ %9 pavadinimas, prekés techninius
Vit gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas | lapo numeris
miltams ir individualiai iSgryninti. Kiekvienoje tyrimo nustatymui serume.
mésai (ne juosteléje butinas kryzminio reaktyvumo Diagnostikai naudojami
maziau 10) indikatorius CCD bei kontrolinis zymuo. alergeny komponentai
Imunobloto metodas yra individualiai
isgryninti. Kiekvienoje
tyrimo juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 49 ir 55
nustatymas klasés antikiiny pries maisto alergenus kiekybiniam zmogaus instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai IgE klasés antikuny pdf
alergenus - naudojami alergeny komponentai turi buti | pries maisto alergenus
pieno individualiai isgryninti. Kiekvienoje tyrimo nustatymui serume.
produktams ir juosteléje butinas kryzminio reaktyvumo Diagnostikai naudojami
2 riesutams (ne 200 indikatorius CCD bei kontrolinis zymuo. alergeny komponentai
" | maziau 10) Imunobloto metodas yra individualiai
isgryninti. Kiekvienoje
tyrimo juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 61ir 66
nustatymas klasés antikiny pries maisto alergenus kiekybiniam zmogaus | instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai IgE klasés antikuny pdf
alergenus - naudojami alergeny komponentai turi buti | pries maisto alergenus
3. | darzovéms (ne 200 individualiai isgryninti. Kiekvienoje tyrimo nustatymui serume.
maziau 10) juosteléje butinas kryzminio reaktyvumo Diagnostikai naudojami

indikatorius CCD bei kontrolinis zymuo.
Imunobloto metodas

alergeny komponentai
yra individualiai
iSgryninti. Kiekvienoje




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Eil. Pavadinimas Il(JiSetk)l{;"nell{' Techniniai ir kokybiniai reikalavimai Pasil'{ly.mo dokumentai,
Nr. 36 mé‘:\ tyrimams Sitlomos prekés patvirtinantys sililomos
¢ %9 pavadinimas, prekés techninius
Vit gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas lapo numeris
tyrimo juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 85ir 90
nustatymas klasés antikiiny pries maisto alergenus kiekybiniam Zmogaus instrukcijos. puslapiai
pries maisto nustatymui serume. Diagnostikai IgE klasés antikuny pdf
alergenus - naudojami alergeny komponentai turi btti | pries maisto alergenus
vaisiams (ne individualiai isgryninti. Kiekvienoje tyrimo nustatymui serume.
maziau 10) juosteléje butinas kryzminio reaktyvumo Diagnostikai naudojami
indikatorius CCD bei kontrolinis zymuo. alergeny komponentai
4. 200 o o
Imunobloto metodas yra individualiai
isgryninti. Kiekvienoje
tyrimo juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 165 ir 170
nustatymas klasés antikiiny pries jkvepiamuosius kiekybiniam Zmogaus instrukcijos. puslpiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
jkvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo | alergenus nustatymui
medziams (ne juosteléje butinas kryzminio reaktyvumo serume. Diagnostikai
5. | maziau 10) 200 indikatorius CCD bei kontrolinis zymuo. naudojami alergeny

Imunobloto metodas

komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Eil. Pavadinimas Il(JiSetk)l{smnelll' Techniniai ir kokybiniai reikalavimai Pasil'{ly.mo dokumentai,
Nr. 36 mé‘:\ tyrimams Sitlomos prekés patvirtinantys sililomos
¢ %9 pavadinimas, prekés techninius
Vit gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas | lapo numeris
kontrolinis Zymuo.
Imunobloto metodas.
Antiktiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 97 ir 102
nustatymas klasés antikiiny pries jkvepiamuosius kiekybiniam zmogaus instrukcijos. puslapiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
jkvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo | alergenus nustatymui
zoléms (ne juosteléje butinas kryzminio reaktyvumo serume. Diagnostikai
maziau 10) indikatorius CCD bei kontrolinis zymuo. naudojami alergeny
6. 200 Imunobloto metodas komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antiktiny (IgE) Skirti pusiau kiekybiniam Zmogaus IgE Skirti pusiau Tyrimy 1,3ir7
nustatymas klasés antikuny pries jkvepiamuosius kiekybiniam Zzmogaus | instrukcijos. puslapiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
jkvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo | alergenus nustatymui
gyvunus (ne juosteléje butinas kryzminio reaktyvumo serume. Diagnostikai
maziau 10) indikatorius CCD bei kontrolinis zymuo. naudojami alergeny
7. 200 Imunobloto metodas komponentai yra

individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
L. reikalaujamoms charakteristikoms jrodancius,
Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Eil. Pavadinimas Il(JiSetk)l{smnelll' Techniniai ir kokybiniai reikalavimai Pasil'{ly.mo dokumentai,
Nr. 36 mé‘:\ tyrimams Sitlomos prekés patv1rt1pantys SI.GI'omos
vnt %9 pavadinimas, prekés techninius
’ gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas | lapo numeris
Antikuny (IgE) Skirti pusiau kiekybiniam zmogaus IgE Skirti pusiau Tyrimy 109 ir 114
nustatymas klasés antikiny pries jkvepiamuosius kiekybiniam Zmogaus instrukcijos. puslapiai
pries alergenus nustatymui serume. Diagnostikai IgE klasés antikuny pdf
jkvepiamuosius naudojami alergeny komponentai turi buti pries jkvepiamuosius
alergenus - individualiai isgryninti. Kiekvienoje tyrimo | alergenus nustatymui
patalpy juosteléje butinas kryzminio reaktyvumo serume. Diagnostikai
alergenams (ne indikatorius CCD bei kontrolinis zymuo. naudojami alergeny
8. | maziau 10) 200 Imunobloto metodas komponentai yra
individualiai iSgryninti.
Kiekvienoje tyrimo
juosteléje yra
kryZminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikdny (IgA) | antigeny panelés sudétj turi jeiti Celiakijos profilis- Tyrimy 37 puslapis
nustatymas antigenai tTG ir isgryninti antikdnai pries audiniy instrukcijos.
pries audiniy deamiduota gliading. Rinkinyje ne maziau transglutaminaze IgA pdf
9. | transgliutamina 500 nei 16 juosteliy. Imunobloto metodas kartu su deamiduotu
zeir gliadinu IgA. Rinkinj
deamiduotg sudaro 16 juosteliy.
gliadina. Imunobloto metodas.
Reagentai Imunobloto metodas. Patvirtinamieji Tyrimy 25 puslapis
boreliozés IgM imunoblotiniai tyrimai | instrukcijos.
antikiny skirti IgM antikuny pdf
10. | nustatymui 500 pries patogeninius
Borrelia Stamus
nustatyti. Imunobloto
metodas
Reagentai Imunobloto metodas. Patvirtinamieji Tyrimy 13 puslapis
11. | boreliozés IgG 500 imunoblotiniai tyrimai | instrukcijos.
skirti IgG antikuny pdf




Atitikimas kokybiniams ir techniniams reikalavimams.
Nuoroda j pridedamus, prekés atitikima
reikalaujamoms charakteristikoms jrodancius,

Prellm]nar dokumentus (buklety, techniniy aprasy puslapiy Nr.)
Eil. Pavadinimas Il(JiSetk)l{;"nell{' Techniniai ir kokybiniai reikalavimai Pasil'{ly.mo dokumentai,
Nr. 36 mé‘:\ tyrimams Sitlomos prekés patvirtinantys sililomos
¢ %9 pavadinimas, prekés techninius
Vit gamintojas ir parametrus
techniniai parametrai | Dokumento Dokumento
pavadinimas | lapo numeris
antikdiny pries patogeninius
nustatymui Borrelia stamus
nustatymui.
Imunobloto metodas
lkvepiamuyjy Bdtina nustatyti ir vabzdziy nuodus. Skirti pusiau Tyrimy 121ir 127
alergeny BGtinas kryzminio reaktyvumo indikatorius kiekybiniam Zmogaus instrukcijos. puslapis
nustatymas (ne CCD bei kontrolinis Zymuo. Imunobloto IgE klasés antikuny pdf
maziau 30 metodas pries jkvepiamus
specifiniy alergenus nustatymui
alergenu) serume. | sudétj jeina
12. 200 vabzdziy nuody
antigenai. Kiekvienoje
tyrimo juosteléje yra
kryzminio reaktyvumo
indikatorius CCD bei
kontrolinis Zymuo.
Imunobloto metodas.
Antikuny (IgG) IgG antikliny pries maisto antigenus IgG antikiiny pries Tyrimy 133ir 134
nustatymas nustatymas. Nustatoma ne maziau 50 maisto antigenus instrukcijos. puslapiai
13 pries maisto 200 analic¢iy vienu metu. Imunobloto metodas nustatyvmas. Nustatovma pdf
" | antigenus ne maziau 54 analiCiy
vienu metu.
Imunobloto metodas.
Antikuny (IgG) IgG antikiiny pries maisto antigenus IgG antikdiny pries Tyrimy 149 ir 150
nustatymas nustatymas. Nustatoma ne maziau 200 maisto antigenus instrukcijos. puslapiai
14 pries maisto 200 analic¢iy vienu metu. Imunobloto metodas nustatymas.vNustatoma pdf
" | antigenus 216 analiciy vienu
metu. Imunobloto
metodas
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transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of technical
documentation.

Libeck, 25.04.2022
(Place and date of issue)

- Head of Quality Management
and Regulatory Affairs -

Dokumenten-Name: Declaration of Conformity (self dependent) (gultig ab 17.06.2021) (9643600) Seite 1 von 1
Freigabedalum: 18.03.2022 15:21 Versions-Nr.: 1.3
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Liibeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Inhalation "Lebanon 2" (IgE) DP 3123-####-2 E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex lll

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

Lubeck, December 9, 2021
(Place and date of issue)

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04



EUROIMMUN S oisheynostics T

a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Liibeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Inhalation Trees (IgE) DP 3128-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation. |

Lubeck, December 9, 2021 - - - J W ypBUL 5 3
(Place and date of issue) Sus r;/e/AIeksandrowicz 4
- Memt;e?’/r; the Executive B/’{rd -
/
f [/
Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Inhalation Grass and Weeds (IgE) DP 3129-#### E

(product name, order number)
meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

Libeck, December 9, 2021

(Place and date of issue) St}é:e;gfﬁé Aléi'(s;n'a’rcpy(/licz
- Me ard -

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Libeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Inhalation Animals (IgE) DP 3130-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

Labeck, December 9, 2021 ; (/» / - -
(Place and date of issue) nert drowicz
- Head of Quality Management - tive Board -

and Regulatory Affairs -

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Inhalation Indoor allergens (IgE) DP 3131-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Ill

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

LObeck, December 9, 2021 R

(Place and date of issue)

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Food Dairy and Nuts (IgE) DP 3427-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

LUbeck, December 9, 2021

(Place and date of issue) rowicz
-M tive Board -

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Libeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Food Flour and Meat (IgE) DP 3428-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply fto it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

LUubeck, December 9, 2021

(Place and date of issue)

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Libeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Food Vegetables (IgE) DP 3429-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

Lubeck, December 9, 2021

(Place and date of issue) rowicz
- utive Board -

Dokumenten-Name.: Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1
Dokumenten-Nr.: 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the EUROLINE product:

EUROLINE Food Fruits (IgE) DP 3430-#### E

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex |l

This Declaration of Conformity is valid based on the respective currently valid version of
technical documentation.

LUbeck, December 9, 2021

(Place and date of issue) wicz
- Me ve Board -
Dokumenten-Name.. Declaration of Conformity (self dependent) (HV_1501_F_UK_B03) Seite 1 von 1

Dokumenten-Nr.. 13380000-0014 Versions-Nr.: Rev 04
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a PerkinElmer company AG

EU-Konformitatserklarung - EU Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

SRN: DE-MF-000005296

erklart hiermit in alleiniger Verantwortung als Hersteller, dass das Produkt /
declares under its sole responsibility as manufacturer that the product

Frogukiname / EUROBIotMaster 44
product name

Bestellnummer / order no. YG 0151-0101-1
Basic-UDI-DI 4049016YG01511AZ
Risikoklasse / risk class A

mit der Zweckbestimmung / with the intended use:

Der EUROBIotMaster 44 ist ein IVD-Gerat zur semiautomatischen Durchfuhrung von Immunblot-in-vitro-
Untersuchungen mit folgendem humanen Probenmaterial: Serum, Plasma, Liquor und Extrakt von Dried Blood
Spots. Die Prozesse des EUROBIotMaster 44 umfassen den Transfer von Sekundar-Reagenzien auf
Immunblotstreifen in Inkubationswannen, die Inkubation bei Raumtemperatur und die Waschprozesse der
Immunblotstreifen.

Der EUROBIotMaster 44 ist ausschliellich mit Testsystemen der Firma EUROIMMUN Medizinische
Labordiagnostika AG validiert worden, fur die durch die EUROIMMUN Medizinische Labordiagnostika AG die
Kompatibilitat in der Testanleitung der Immunblot-Testséatze erklart wurde.

Bei Verwendung von nicht als kompatibel erklarten Tests ist der Kunde fur den Nachweis der Kompatibilitat
regulatorisch und rechtlich verantwortlich.

Der EUROBIotMaster 44 darf ausschlieflich in diagnostischen Laboren und patientenfern durch geschultes
medizinisches Fachpersonal stationar betrieben werden. Die (in Kombination mit der EUROLineScan Software)
ermittelten Untersuchungsergebnisse sind immer durch medizinisches Fachpersonal auf Richtigkeit und Plausibilitat
zu prifen. Fur eine Diagnose und Therapie-Entscheidung sind neben dem Untersuchungsergebnis auch immer die
Klinik und Anamnese des Patienten sowie ggf. weitere Untersuchungsbefunde zu beachten.

Der EUROBIotMaster 44 ist fur zeitkritische Notfall-Untersuchungen verwendbar, der Betreiber muss dann jedoch
mindestens eine alternative Untersuchungsmethode vorhalten, fir den Fall, dass das Gerat ausfalit. /

The EUROBIotMaster 44 is an IVD instrument for the semi-automated performance of immunoblot in vitro assays
with the following human sample material: serum, plasma, CSF and extract of dried blood spots. The processes of
the EUROBIotMaster 44 include the transfer of secondary reagents to immunoblot strips in incubation wells,
incubation at room temperature and washing processes of the immunoblot strips.

The EUROBIotMaster 44 has been validated exclusively with test systems from EUROIMMUN Medizinische
Labordiagnostika AG for which compatibility has been declared by EUROIMMUN Medizinische Labordiagnostika AG
in the test instructions of the immunoblot test kits.

When using tests that have not been declared compatible, the customer is regulatory and legally responsible for the
proof of compatibility.

The EUROBIotMaster 44 may only be operated in diagnostic laboratories and remotely from the patient by trained
medical personnel. The examination results obtained (in combination with the EUROLineScan software) must always
be checked for correctness and plausibility by qualified medical personnel.

For a diagnosis and therapy decision, the patient's clinic and anamnesis as well as other examination findings, if
applicable, must always be taken into account in addition to the examination result.

The EUROBIotMaster 44 can be used for time-critical emergency examinations, but the operator must then have at
least one alternative examination method available in case the device fails.

Dokumenten-Name: EU-Konformitatserklarung IVDR bilingual (eigenverantwortlich) (9710100) Seite 1 von 2
Freigabedatum: 09.05.2022 11:48 Versions-Nr.: 2.0
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a PerkinElmer company AG

den folgenden Anforderungen entspricht / meets the demands of:

Verordnung (EU) 2017/746 Uber In-vitro-Diagnostika, vom 5. April 2017 sowie zugehd&rige nationale
Gesetze. / Regulation (EU) 2017/746 on in vitro diagnostic medical devices, from 5. April 2017 and
related national laws.

Konformitatsbewertungsverfahren gemaf (EU) 2017/746 Artikel 48 Abs. 10/
Conformity assessment according to (EU) 2017/746 article 48 (10)

Richtlinie 2011/65/EU des Europaischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung
der Verwendung bestimmter gefahrlicher Stoffe in Elektro- und Elektronikgeraten und deren Umsetzung
in nationale Gesetze / Directive 2011/65/EU of the European parliament and of the council of 8 June 2011
on the restriction of the use of certain hazardous substances in electrical and electronic equipment

Delegierte Richtlinie (EU) 2015/863 der Kommission vom 31. Marz 2015 zur Anderung von Anhang |l der
Richtlinie 2011/65/EU des Europaischen Parlaments und des Rates hinsichtlich der Liste der Stoffe, die
Beschrankungen unterliegen / Commission delegated Directive (EU) 2015/863 of 31 March 2015
amending Annex Il to Directive 2011/65/EU of the European Parliament and of the Council as regards the
list of restricted substances

Diese Erklarung ist gultig fur ab dem Ausstellungsdatum in Verkehr gebrachte Produkte. /
This declaration is valid for products placed on the market as of the date of issue.

Gultig ab Seriennummer/Chargennummer/Software-Version / Valid from serial number/lot number/-
software version: SN 0207-6356

Jede nicht durch die EUROIMMUN Medizinische Labordiagnostika AG autorisierte Modifikation an dem

Produkt fuhrt zur Ungultigkeit dieser Konformitatserklarung / Any modification of the product not authorised
by EUROIMMUN Medizinische Labordiagnostika AG will invalidate this Declaration of Conformity.

Libeck. 2 8. Marz 2023

(Ort und Datum / place and date)

Dokumenten-Name: EU-Konformitatserklarung IVDR bilingual (eigenverantwortlich) (9710100) Seite 2 von 2
Freigabedatum: 09.05.2022 11:48 Versions-Nr.: 2.0
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Libeck, Germany

declares under its sole responsibility as manufacturer that the myfoodprofile product

myfoodprofile basic 1 NP 7101-####-1 G

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure: Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of technical
documentation.

Lubeck, May 4, 2022

(Place and date of issue)

- Head of Quality Management - -

Seite 1 von 1
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a PerkinElmer company AG

Declaration of Conformity

EUROIMMUN Medizinische Labordiagnostika AG
Seekamp 31, 23560 Lubeck, Germany

declares under its sole responsibility as manufacturer that the myfoodprofile product

myfoodprofile advanced 1 NP 7124-#HHH+-1 G

(product name, order number)

meets the following demands of:

Directive 98/79/EC on in vitro diagnostic medical devices of 27 October 1998 and
its transpositions in national laws which apply to it.

Conformity assessment procedure. Annex Il

This Declaration of Conformity is valid based on the respective currently valid version of technical
documentation.

4/

Labeck, May 19, 2022 . ’ .

(Place and date of issue) Sysdnne Aleksandrowicz

- Headof Quatity Marmagement— - Memiber of the Executive Board -

Dokumenten-Name: Declaration of Conformity (self dependent) (guiltig ab 17 06.2021) (9643600) Seite 1 von 1
Freigabedatum: 1803 2022 15:21 Versions-Nr.: 1.3
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EUROBIlotMaster

The new blot processor for immunoblot strips

e Standardisation of immunoblot strips — higher precision
and reproducibility

e Automatisation of all EUROIMMUN immunoblot strips
(EUROLINE, EUROLINE-WB, Westernblot)

e Over 90 validated profiles available (autoantibody diagnostics,
infectious serology and allergology)

¢ Two models available: for up to 30 or 44 strips per test run
e Easy operation
e Combination of different conjugates/tests in one run

e Walk-away function - fully automated from the start to the
end of processing following loading

e Compatible with modern evaluation systems such as
EUROBIlotCamera and EUROLineScan



3.2.1 Analizatoriaus techninė specifikacija, 1 punktas
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EUROIMMUN  vtebordiagnostika 9 0 0 0
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Performance features and walk-away function

e System operation in stand-alone mode

e Up to 30 or 44 strips loadable

e Start position in incubation tray can be freely selected

e 20 test programmes can be stored

e 6 different reagent channels for up to 6 different reagents

e Pump calibration

e Rocking shaker

e Low maintenance times of not more than 5 minutes per day

e Fully automated application and aspiration of reagents

¢ Following loading, fully automated processing of tests until the incubation is completed
e QOver-night processing

e High-precision dispensing system ensures reproducible results

-E‘r::nL \LFQW :

Steps of a test run
e Creation of a work list (select test programme, defi-
ne start position and enter number of strips)

e Loading of reagents into the system
(software-controlled)

e Insertion of strips and samples when requested

e Automatic performance of the incubation, inclu-
ding washing steps

e Evaluation of strips

High safety and reliability

¢ Integrated error detection

e Covering provides protection for personnel and reagents. The incubation takes place in a
closed environment

e International conformity (standardisation): IVD 98/79/EC

EUROIMMUN AG - D-23560 Luebeck (Germany) - Seekamp 31 - Phone +4945158550 - Telefax 5855591 - E-mail euroimmun@euroimmun.de
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Easy operation

e User-friendly menu navigation
e Membrane keyboard with 6 keys and well-structured LCD display
e Easy access to reagent bottles at the front of the system

e The incubation tray is designed such that it allows a quick application of samples using
multichannel pipettes

e No carry-over between the individual incubation channels

e Status of the test run is cleary displayed

e Acoustic signal indicates the completion of the test run or when action of the user is
required

e User software available in various languages (German, English, French, Spanish, Portugue-
se, Italian, Czech and Turkish)

Evaluation and interpretation of results using EUROLineScan

e EUROBIotCamera: digitalisation of strips within the incubation tray

e EUROBIotScanner: digitalisation of strips via flatbed scanner

e Fully automatic identification, quantification and registration

e Complete result report available within a few minutes after completion of the incubation
e Report sheet can be extended by qualified staff (compulsory logging of modifications)

e Fully automatic management and documentation of individual data

e Electronic archiving of images and data (the storage of potentially infectious blot strips is
rendered indispensable)

EUROBIlotScanner EUROLineScan software
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EUROIMMUN service

e Programming and set-up of automated system by qualified personnel
e Competent introduction to the system with user training

e Specialist advice and customer service onsite or via EUROIMMUN service
number +49 451 5855 732

e Attractive maintenance contracts

EUROIMMUN AG - D-23560 Luebeck (Germany) - Seekamp 31 - Phone +4945158550 - Fax 5855591 - E-mail euroimmun@euroimmun.de
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EUROBIlotMaster specifications

General data

Display [lluminated liquid crystal display (LCD)
2 rows with 40 characters each

Control panel Membrane key board with 6 keys,
7 LED control lamps

Computer interface USB

Number of stored tests Up to 20

Number of test steps Upto 14

Number of step cycles 1-20

Incubation period 00:00 - 30:59 (hh:mm) in steps of 1 min each

Total incubation period Up to 99:59 (hh:mm)

Number of strips Up to 30 or 44

Incubation tray Synthetic, disposable

Rocking of strips Rocking shaker, 3 speed types available

Number of dispensing channels 6

Dispensing volume 0.1-5ml in steps of 0.1 ml

Dispensing accuracy <10%

Capacity of reagent bottles 4x60ml, 2x250ml, 1x 500 ml

Capacity of waste bottle 2000 ml

Current/Voltage

Power supply 22-24\V DC

(e.g. switching power supply 100-240V, 50-60 Hz)
Power Up to 30 Watt
Fuse T2A (on main board)

Physical data
External dimensions 520mm (B) x 310 mm (T) x 250 mm (H)
Weight 14.5 kg

Order information
YG 0151-0101 EUROBIotMaster (for trays with 30 channels)

YG 0151-0101-1 EUROBIotMaster 44 (for trays with 44 channels)
Scope of delivery: line cable, switching power supply,
user manual, 7 reagent bottles, waste bottle, 3 incuba-
tion trays, measuring cylinder

ZD 9899-0130 Incubation tray (30 channels, white)
ZD 9898-0130 Incubation tray (30 channels, black)
ZD 9898-0144 Incubation tray (44 channels, black)
ZG 0009-0505 Setup Clean (500 ml)

EUROIMMUN AG - D-23560 Luebeck (Germany) - Seekamp 31 - Phone +4945158550 - Fax 5855591 - E-mail euroimmun@euroimmun.de
YG_0151_I_UK_B04, 11/2010
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EUROBIlotMaster
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|renginiui aptarnauti yra batina susipazinti su Sia instrukcija. Todél praSome atidZiai Sj vadova perskaityti ir grieztai
laikytis informacijy bei nurodymy susijusiy su saugiu jrenginio aptarnavimu.

Pakeitimai susije su techninés pazangos vystymu lieka gamintojo kompetencijoje; vadovo pagrindu néra jvedami
pakitimai techninéje dokumentacijoje.

© Sio dokumento perdavinéjimai bei kopijavimai, jo panaudojimas platinimui bei informavimas apie jo turinj
yra draudZziami, iskyrus aiSkiai gamintojo iSreiksto sutikimo atvejj. Sio reikalavimo paZeidimo atveju yra
privaloma nuostoliy kompensacija. Visos teisés susijusios su patento pripazinimu arba dizaino Zenklo
uZregistravimu yra teisiniu atzvilgiu saugomos.

Leidéjas: EUROIMMUN AG
Seekamp 31
23560 Liubeck
Telefonas: 0451 5855 0
Telefaksas: 0451 5855 591
Internetas: www.euroimmun.de
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1 Turinys

3.1 Prietaiso montavimas

3.2 Bandomojo proceso atlikimas

4.1 Bendroji informacija

4.2 |renginio saugumas ir EMV

4.3 Saugos etike€iy ir duomeny skydelio iSdéstymas

4.4 Aptarnavimas

4.5 Konservacija

4.6 Utilizavimas

4.7 Garantijos suteikimo salygos

5.1 Pavadinimas bei taikymo tikslas

5.2 Validacija

5.3 Techniniai duomenys

5.4 |[renginio aprasymas
5.4.1 Aspiracijos ir dozavimo modulis
5.4.2 Aspiracijos ir dozavimo siurblys
5.4.3 Dangtis

6.1 Pristatymo apimtis

6.2 ISpakavimas, transportas, sandéliavimas

6.3 Aplinkos salygos

6.4 Instaliavimas ir paleidimas

6.5 Aksesuarai

7.1 Aptarnavimo panelis
7.1.1 Signaly LED funkcija

7.2 Prietaiso jjungimas

7.3 Pagrindinis meniu

7.4 Programy perZzidra

7.5 Bandomojo proceso atlikimas
7.5.1 Testavimo eigos paruoSimas
7.5.2 Testavimo eigos paleidimas
7.5.3 Testavimo eiga su jvairiais konjugatais/produktais

7.6 Pauzés meniu

8.1 Laikinas konservavimo darby planas
8.1.1 Kasdieniniai konservavimo darbai
8.1.2 Kas savaite atliekami konservavimo darbai
8.1.3 Kas ménes;j atliekama siurblio konservacija/ kalibracija

8.2 Serviso grafikas (serviso technikui)

8.3 Prietai so dezynfekcija

8.4 Sistemos iSjungimas

9.1 Bendrieji komunikatai apie klaidas

9.2 Elektros srovés avarija

9.3 Valdymo sistemos klaida

10.1 Atitikties deklaracija

10.2 Kliento servisas

10.3 Paveiksly sgrasas
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Saugos nurodymai, jsp €jimai ir simboliai
Sioje vietoje apradyti simboliai yra vartojami vadove, kai kuriuose jrenginio elementuose

bei ant pakuotés. Be to, paskiry elementy atzvilgiu, tokiy kaip perjungimo laukai bei
mygtukai, yra taikoma specifiné raSyba.

= NURODYMAI

Nurodymai yra Zymimi simboliu ir i8siskiria specialia raSyba. Taikomi simboliai yra Sie:

PriesS panaudojant perskaityti instrukcij  g!
Nurodymai yra Zymimi Siuo simboliu. Juose - pagalbin é informacija.

Pries atliekant nurodytus veiksmus iStraukti maitinimo kabelio kiStuk g IS elektros
tinklo rozet és!

= /SPEJAMIEJI NURODYMAI

Ispéjamieji nurodymai yra Zymimi pavojaus simboliu ir yra iSsiskiriami specialia raSyba.
Taikomi simboliai yra Sie:

Démesio, pavojaus rizika! SusipaZinti su informacija pateikta aptarnavimo

instrukcijoje!

Biologinis pavojus!

Elektros sm dgio pavojus!

Mechaninio pob ddZio pavojus!
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=  SIMBOLIAI
I Gamintojas
ISbaigéjas

IVD In Vitro Diagnostic Medical Device

t? CE Zenklas

SN Serijos numeris

=  YPATINGOJI RASYBA

Meniu punktai Meniu punktai spausdinami storesnémis
raidémis.
Pavyzdys: Meniu punktas Pagrindinis meniu

Mygtukai Mygtukai spausdinami kursyvu arba zymimi
simboliu.

Pavyzdys: nuspausk mygtukg Enter

" SUTRUMPINIMAI

Sutrumpinimas

C Celsijus

CE Conformité Européenne

Hz Hercas

IVD Diagnostika In-vitro

IVD-D Diagnostikos In-vitro nurodymas
kg Kilogramas

I Litras

ml Mililitras

SN Serijos numeris

VOLTAGE tampa
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ISpakavimas

ParuoSimas

3 3.1 Skubus paleidimas

Skyriuje, kuriame aptariamas skubus prietaiso paleidimas, pateikiamas trumpas
EUROBIotMaster montavimo ir aptarnavimo instruktazas. Tolesne esminés reikSmés
detalizuotg informacijg rasite atitinkamuose vadovo skirsniuose.

3.1 Prietaiso montavimas

o ISimti jrenginj ir jo aksesuarus iS kartono pakuotés, tusCig pakuote atitraukti nuo
prietaiso ir jo elementy.

o Patikrinti, ar jrenginys yra pristatytas pilnai sukomplektuotoje bakléje.
Darbo vieta
0 Prietaisg pastatyti darbo vietoje tokiu bddu, kad visi jo elementai (jrenginio
dangtis, pagrindinis jungiklis, atliekoms skirtas butelis, reagenty butelis) baty

lengvai prieinami ir kad Salia prietaiso baty pakankamai vietos reikiamiems
veiksmams atlikti.

o Tam, kad iSvengti Zalos, kurig gali sukelti vartojami darbo metu skys¢iai,
maitintuvas negali bdti statomas betarpiskoje prietaiso aplinkoje.

Apatin éje prietaiso pus éje, inkubacin és vonel és rajone yra avarin é nutek éjimo
anga. Prietaiso rimtos klaidos atveju skystis gali iS avarin és angos iSsipilti ant
darbinio pavirSiaus.

0 Reagenty buteliams skirtg padékla pritvirtinti priekinéje jrenginio puséje po
peristaltiniais siurbliais.

o Nuo peristaltiniy siurbliy jéjimo angy nuimti juodus antgalius.

0 Prijungti lanks€ius éjimo vamzdelius prie peristaltikos siurbliy jéjimo angy
sutinkamai su apraSymais nuo A iki F.

0 |déti plovimo vonele.

0 Prijungti lanks€ius vakuumo vamzdelius bei lanksgius, atliekoms skirtus
vamzdelius, prie atlieky butelio jvedimy. Lankstus vamzdelis pazymétas uzrasu
"Waste" pereina | butelio jvedimg skirtg atliekoms panaudojant lanksciojo
vamzdelio prailginima.

o

Prijungti maitintuva.
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PrieS proces g 0
paleidZiant o
o}
Proceso 0
paleidimas o
0
0
0
o}
o}
o}
Kasdieninis 0
valymas o
0
o]
o]
o]
Valymas kas 0
ménesj 0
o}
o}
o}
o}
o}
0
o]

Bandomojo proceso atlikimas
Prijungti tuscig, atliekoms skirtg butel.
|statyti inkubacine vonele.

Paruosti reagentus (vamzdeliy perplovimui paruosti 5 ml dydZio reagenty
pertekliy).

ljungti jrengin;.

Nustatyti Test/Program.

|vesti juosteliy skaiciy.

|vesti reagentus.

Paleisti eiga.

PasirodZius reikalavimui - jvesti juostele.

Pasirodzius reikalavimui - pipetés pagalba jvesti serumg

Proceso eigos pabaigoje iSimti vonele ir apdirbti juosteliy rezultatus.

Visus lanks&ius vamzdelius jdéti j indg su distiliuotu vandeniu.
Siurblio plovimo taris - 15 ml

Visus lanksg€iyjy vamzdeliy galus iSdélioti ant popierinio rankSluosgio.
Vamzdeliams iStustinti, pakartotinai perplauti 10 ml oro.

ISvalyti reagenty butelius.

IStustinti atlieky butelius ir perplauti distiliuotu vandeniu.

Visus lanks¢ius vamzdelius jdéti j indg su valomuoju skysciu.

Plauti 10 ml siurblio tdrio ir palikti, kad valiklis veikt y dar per 10 minu ¢éiy.
Visus lanks&ius vamzdelius jdéti j indg su distiliuotu vandeniu.

Plauti 30 ml siurblio tdrio.

Atlikti siurbliy kalibravimg (siurbliai nuo A iki F)

Visus lanks&iyjy vamzdeliy galus iSdélioti ant popierinio ranksluoscio.
Vamzdeliams iStustinti, pakartotinai perplauti 10 ml oro.

IStustinti atlieky butelj ir iSvalyti valomuoju skysc€iu panaudojant Sepetélj, butelj
gerai praskalauti distiliuotu vandeniu.

[renginj nuvalyti drégnu rankSluosc€iu su Svelnia valymo priemone ir nusausinti.
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Saugos jsp éjimai

4.1 Bendroji informacija

Reikia elgtis sutinkamai su nurodymais ir instrukcijomis pateiktomis ant prietaiso
ir aptarnavimo instrukcijoje.

Irengin | gali aptarnauti tik atitinkamai apmokytas personalas.

Privalomai rekomenduojama, kad visi pirmieji vartotojai prieS pradedant vartoti prietaisg
susipazinty su Siuo aptarnavimo vadovu.

Irenginys gali b ati naudojamas tik sutinkamai su jo paskirtimi.

Bdtina naudoti tik apraSytas vadove eksploatacines medziagas ir aksesuarus (pvz.
inkubacines voneles).

Gamintojas neneSa atsakomybés uz Zalas sukeltas dél nerGpestingumo arba netinkamo
jrenginio aptarnavimo.

Vartotojas privalo atlikti konservavimo darbus vien tik Sioje instrukcijoje apraSytu
badu.

Eksploatuojant prietaisg galima naudoti tik vadove apraSytus elementus.

Gamintojo rekomenduojami testai bei konservavimo darbai turi bati atliekami turint
omenyje vartotojo saugumo ir prietaiso teisingo funkcionavimo uztikrinima.

NeapraSytos Siame vadove konservavimo procedidros bei su prietaiso funkcionavimo
sistema susije derinimo darbai gali bati atliekami tik atitinkamai apmokyto, kvalifikuoto
serviso dirbtuvés specialisto.

Neautorizuotas kiSimasis | prietaiso funkcionavimo sistemg sukelia visy gamintojo
suteikty garantijy praradima.

Sistema suprojektuota ir patikrinta taikant testavimo proced dras sutinkamai su
direktyvos IVD reikalavimais.

Neautorizuotas kiSimasis | prietaiso funkcionavimo sistemg sukelia gamintojo suteiktos
atitikties deklaracijos galiojimo anuliavimg. Siuo atveju atsakomybe uZ privalomy taisykliy
vykdymag ima ant saves klientas.

Prietais g gali atidaryti, konservuoti ir taisyti vien tik apmokytas, kvalifikuotas ir
autorizuotas personalas.

= ELEKTRINIS SAUGUMAS

Saugiam darbo eigos su elektros prietaisais uztikrinimui b atina laikytis  jstatymais
nustatyt y saugaus darbo taisykli y.

Pries jungiant jrengin j prie maitinimo jtampos Saltinio, reikia patikrinti ar numatyta
vis y element y darbin é jtampa atitinka reikiamus tinklo parametrus.

EUROBIotMaster prietaisg galima jungti tik prie tokiy jtampos Saltiniy, kuriy parametrai
atitinka parametrus aprasytus prietaiso duomeny skydelyje. Tuo atveju, jeigu vartotojas
néra tikras ar jtampa yra tinkama prietaisui prijungti, informacijai gauti reikia kreiptis |
autorizuotg pardavéjg arba j vietinj elektros energijos tiekéja.

Prietaisui prijungti galima vartoti tik pristatyt g kartu su juo maitintuv  a.
Taikyti tik prailginantj kabelj su apsauginiu laidu ir su jZeminimo kontaktu.
Isitikinti ar sistema bei jos periferiniai jrenginiai yra tokiu pat badu jzeminti.

Niekada nebandyti sgmoningai kontaktus praskésti.
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Jeigu apsauginis laidas bus nutrikes prietaiso viduje arba iSoréje arba sujungimas dél
kokios nors priezasties nebus iSsaugotas, tada kils realus elektros smagio patyrimo
pavojus.

Jtampai tiekti prietaisas turi b  Qti jungiamas su jtampos Saltiniu pristatytu kartu su
juo maitinimo kabeliu.

Ant maitinimo kabelio negalima statyti joki  y pa3alini y daikt y.
Jeigu n éra saugaus darbo uztikrinimo galimyb és, prietais g reikia nuo maitinimo
jtampos atjungti.

Skys €iui patekus | prietaiso vid uy, reikia j j iSjungti ir atjungti nuo maitinimo jtampos.
Tokiu atveju atitinkamus elementus reikia nuvalyti ir nusausinti.

Dirbant su jrenginiu, jo visus pavirSius (apa €iq, darbinius pavirSius) reikia laikyti
sausoje b akléje.

Reikia vartoti butelius bei aksesuarus pagal jy paskirtj, jsitikinus, kad jie yra tinkamai
pritaikyti laikyti sistemai skirtus skys¢ius.

Kei€iamieji saugikliai turi atitikti parametrus nurodyt us prietaiso gamintojo
specifikacijoje (nominali  jtampa, nominali srov &, tipas).

Perdegusius saugiklius reikia visada keisti naujais, niekada neméginti juos taisyti.
Niekada saugiklio lizde nejungti kontakty trumpa jungtimi.

Pries atliekant su servisu susijusius darbus reikia iSjungti prietais a ir atjungtij j nuo
maitinimo jtampos Saltinio.

Prietaisg galima jungti prie elektros tinklo, jeigu aiSkiai to reikalaujama. Jeigu prietaisas
yra prijungtas, o reikia prieiti prie jrenginio elementy esant atidarytam prietaiso danggiui,
atliekant bet kokius veiksmus bdatina tai daryti atidziai ir su didZiausiu atsargumu.

Niekada neSalinti i$ prietaiso apsaug g uztikrinan €ius elementus bei saugiklius.
Pazeisti elektriniai jungiamieji elementai (kiStukai, rozetés) gali bati elektrai pralaidds.

Kai kurie elektriniai elementai, tokie kaip kondensatoriai, gali ir prietaisg iSjungus likti su
jtampa, o taip pat gali ir netikétinai iSsikrauti.

Visi elektrai pralaidis elementai gali biti elektros smugio laidininkais ir todél potencialiai
yra pavojaus Saltiniai.

Irengin | montuojant reikia pasir apinti, kad avarijos atveju b 0ty galima lengvai
atjungti prietais g nuo srov és 3altinio.

=  MECHANINE SAUGA

Niekada nestatyti prietaiso ant nestabilaus stalo, vézimélio arba ant panaSaus
nepastovaus pagrindo.

Prietaisas nuo tokio pagrindo gali nukristi, to pasekméje sugesti arba suzeisti vartotoja.

Jeigu jrenginys yra jjungtas, niekada neatsukin éti prisukt y prie jo korpuso
element y.

Judamy prietaiso elementy atveju (varikliné pavara) visada yra potenciali kdno
suzalojimo rizika.

Prietaisg galima jungti prie elektros tinklo, tik tada, kai aiSkiai to reikalaujama. Jeigu
sistema yra prijungta prie elektros tinklo, bet kokie veiksmai su prietaiso komponentais
turi bati atliekami su didziausiu atidumu.
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Prietaisui dirbant neatidaryti apsauginio dang  ¢io ir nekisti rank y j darbin e prietaiso
zona.

Netaisyklingas prietaiso panaudojimas gali sukelti jo paZeidimg bei vartotojo suZeidima.

PrieS bet kg darant darbinéje zonoje, reikia jsitikinti, kad apsauginio dangcio arba voztuvo
atidarymo metu pipeciy modulis liks nejudamai uzfiksuotas.

Prietaiso veikimo metu reikia vengti pipetés ir kity judamyjy elementy palietimo.

Atkreipiame démesj | tai, kad prietaisas gali vykdyti darbo procesus ir kompiuteriui
nedalyvaujant.

Negalima blokuoti nei uzdengti org tiekianciy spragu.

= BIOLOGINE SAUGA
Infekcijos rizika! Apsi éjimas su m éginiais ir reagentais:

Reikia vengti kontakto su méginiais/ testavimo reagentais arba su jrenginio elementais,
kurie kontaktuoja su méginiais/ testavimo reagentais.

Siuos elementus reikia traktuoti kaip potencialiai uzkreéiamas medziagas.
Tiesioginis kontaktas su reagentais gali sukelti odos ir gleiviniy sudirginimus.
Tam iSvengti reikia mavéti atitinkamas apsaugines pirstines!

Taisyklingam reagenty taikymui uZztikrinti reikia vadovautis pridétos pakuotéje instrukcijos
nurodymais.

Tokiu atveju, jeigu sistemoje  jvykty medziagos su m éginiu iSsipylimas, prietais aq
reikia nedelsiant iSvalyti ir iSdezinfekuoti.

Atliekoms skirt y buteli y bei medziag y i$ kuri y yra pagaminti lankst s vamzdeliai
atZvilgiu (sisteminis skystis bei atliekos) negalim a uZgarantuoti atsparum a
organiniams tirpikliams j y taikymo metu.

Todél organiniai tirpikliai gali bdti taikomi tik tais atvejais, kai aiSkiai jy panaudojimas yra
leidZiamas.

Buteliai skys €&iams ir atliekoms negali b ati sterilizuojami susl égto garo pagalba!

4.2 Irenginio saugumas ir EMV

EUROBIotMaster yra sukonstruotas, pagamintas ir testuojamas sutinkamai su norma DIN
EN 61010-1 (IEC 1010-1) ,Bendrieji elektriniams matavimo, valdymo, reguliavimo
prietaisams bei laboratoriniams jrenginiams statomi reikalavimai”. [renginys yra iSleistas
i gamyklos nepriekaistingoje techninéje ir tinkamag darbo sauguma uztikrinancioje
bakléje.

EUROBIotMaster atitinka Europos Sajungos normos IVD 98/97/EG ,su diagnostika In-
vitro” susijusios direktyvos reikalavimus.

Cituojamos Sioje vietoje EB direktyvos atitikimg dokumentuoja ir patvirtina suteiktas
gaminiui CE Zenklas.
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4.3 Saugos etike €iy ir duomen y skydelio iSd éstymas

Saugos etike ¢iy praradimo atveju b dtina jas pakeisti palyginamomis savo

iSvaizda etiket eémis.

=  ETIKETES SUSIJUSIOS SU BENDRO POBUDZIO PAVOJAIS

Etiketés susijusios su bendro pobidzio pavojais yra patalpintos:

0 Ant duomeny skydelio

= ETIKETES ,BIOLOGINIS PAVOJUS®

Etiketés ,Biologinis pavojus” yra patalpintos:

0 Ant atlieky butelio

*  ETIKETES ,PAVOJINGA [TAMPA"

Etiketés ,pavojinga jtampa“ yra patalpintos:

o0 Ant maitintuvo

= DUOMENY SKYDELIS
Duomeny skydelis yra pritvirtintas:

o UzZzpakalingje jrenginio dalyje (prie pagrindinio jungiklio)
4.4 Aptarnavimas

™~ o
&Q Bdatina perskaityti visas instrukcijas! Instrukcijas r eikia iSsaugoti v élesniam
panaudojimui!

Zemiau pateikt y saugos nurodym gy bdtina laikytis kiekvienu metu, kaip pries
jrenginio panaudojim g, taip ir jo aptarnavimo metu!

Vadov g reikia laikyti arti jrenginio ir jis turi b dti vartotojui prieinamas kiekvienu
momentu.

EUROBIotMaster sitdlo automatinj imunologiniy méginiy perdirbimg, pradedant nuo
méginio paruosimo iki spalvos iSryskéjimo.

EUROBIotMaster yra sukonstruotas ir pagamintas sutinkamai su elektriniy matavimo
jrenginiy saugos taisykliy ir IVD reikalavimais Jeigu jrenginio paskirties vietoje galioja
teisés aktai apibréziantys pernesanciyjy procesoriy instaliavimo ir / arba jy aptarnavimo
taisykles, tai tokiu atveju jrenginio vartotojas privalo Siy reikalavimy laikytis .

Gamintojas savo ruozu privalo uztikrinti elektrinj ir mechaninj jo jrenginiy sauguma.
|renginius testuoja gamintojas, o jy iSsiuntimo blddas privalo uztikrinti tolig jy bakle, kad
galima baty juos saugiai ir patikimai naudoti pagal jy paskirtj.

Siekiant uzgarantuoti saugy jrenginio aptarnavima, reikia bdtinai vadovautis pateikta
Siame vadove informacija, nurodymais ir jspéjimais.
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4.5 Konservacija

Valymo ir dezinfekavimo atveju b  atina jrengin j iSjungti ir atjungti j j nuo maitinimo
jtampos.

Skysti reagentai arba skystos dezinfekavimo priemon és negali iSsilieti ant
jrenginio, negali patekti i jo vidy, prietaisas negali b ati reagentais arba
dezinfekavimo priemon émis apSlakstytas.

Valymui arba dezinfekavimui atlikti reikia pasinaudoti rankSluosciu suvilgytu valymo arba
dezinfekavimo priemone.

Taikyti tik leidziamas valymo arba dezinfekavimo priemones.
Taikyti tik leidziamus valymo arba dezinfekavimo bddus.

Valymo arba dezinfekavimo metu vadovautis galiojanciais teisés akty reikalavimais.

4.6 Utilizavimas

Potencialiai infekuotos medziagos bei visi elementa i, kurie gal éjo kontaktuoti su
infekuotomis medziagomis, turi b Gt utilizuojami sutinkamai su galiojan  ¢&iais Sioje
srityje teis és aktais.

Visi prietaiso elementai, kurie yra kei €iami naujais, turi b ati atitinkamu b adu
utilizuojami laikantis galiojan  €iy teis és akt y reikalavim y.

Likviduojamo prietaiso utilizavimas turi b Gt atliekamas pagal galiojan ¢€iy teisés
akty nuostat y reikalavimus.

Pakuo €iy ir jy medziag y utilizavimas turi b ati vykdomas pagal galiojan €iy teis és
akty reikalavimus.

Ty paciy, jau kart q panaudot y inkubacini y voneli y negalima vartoti pakartotinai.

4.7 Garantijos suteikimo s aglygos

renginys EUROBIotMaster kartu su visais prietaiso aksesuarais gali bati naudojamas
Sioje aptarnavimo instrukcijoje apraSytiems analizés tikslams. Firma EUROIMMUN AG
neneSa atsakomybés uz kitokj jrenginio panaudojima.

Batina laikytis Zemiau nurodyty EUROBIotMaster jrenginiui suteikiamos garantijos salygu:

- Gamintojas negarantuoja, kad jrenginys jo perdavimo momentu neturi jokiy
medZiagos bei gamybos procese kilusiy defekty.

- Apie vartotojo pastebétas klaidas reikia nedelsiant informuoti ir pridéti pastangy,
kad sutinkamai su galimybémis pastebéta Zala nepadidéty.

- Jeigu jrenginyje iSrySkés defektas/ klaida, firmos EUROIMMUN AG pareiga —
defektg pasSalinti pagal jos nuosavg nuozilrg arba atliekant taisymag arba
pristatant techniniu atZvilgiu nepriekaistingai tvarkingg jrenginj.

- Garantija néra suteikiama Zzaly atzvilgiu, kurios kilo natdralaus jrenginio
susidéveéjimo eigoje (ypac susidévin€iy daliy atveju), o taip pat dél jrenginio
netaisyklingo naudojimo.

- Firma EUROIMMUN AG neneSa atsakomybés uZz Zalas kilusias dél klaidingo
aptarnavimo, vartotojo apsileidimo arba dél kitokio pobddZzio neautorizuoto
kisSimosi | jrenginio EUROBIotMaster sistemg, o ypal uz Zzalas kilusias dél
jfrenginio elementy paSalinimo arba jy pakeitimo arba dél kito gamintojo
aksesuary/ jrangos panaudojimo.

- Visi garantijos pagrindu iSkelti reikalavimai yra atmetami neautorizuoto kiSimosi j
jrenginio sistema atveju.

-10 -
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Bendra informacija apie prietais aq

EUROBIotMaster sitlo automatinj imunologiniy méginiy perdirbima, pradedant nuo
méginio paruoSimo iki spalvos iSrySkéjimo. |renginio ypatybés:

Funkcija Walk-Away:

0 Krauna iki 30 juosteliy.

o Pilnai automatizuotas reagenty dozavimas bei aspiracija
0 Procesas atliekamas per naktj.
o}

Turi jtaisytg klaidy atpaZinimo elementa.

Privalumai:

o Iki 20 apibrézty, nekintamuy, jraSyty programu.
Iki 14 proceso Zingsniy galimy kiekvienos programos atzvilgiu.
6 jvairts reagenty kanalai.
1 jtaisytas membraninis siurblys skysc¢io paSalinimui.
Automatiné visy kanaly valymo funkcija.
Rankiné paskiry kanaly valymo funkcija.

Siurblio kalibracija.

O O O o o o o

Inkubacija.

5.1 Pavadinimas bei taikymo tikslas
Gamintojo prietaisui duotas pavadinimas: EUROBIlotMaster

Prietaisas EUROBIotMaster, tai plovimo bei inkubacijos tipo jrenginys skirtas apdirbti iki
30 indikaciniy juosteliy biologiniams méginiams analizuoti.

Instrumentas yra pagamintas ir legalizuotas profesionaliam EUROIMMUN AG testavimo
sistemy taikymui uzkre€iamy, autoimunologiniy ligy ir alergijos diagnozavimo tikslu.

ISskirtinai in-vitro diagnostikai!

Pries EUROBIlotMaster jrenginj panaudojant in-vitro tyrimams, vartotojas privalo
legalizuoti visas su sistema susijusias testavimo programines jrangas sutinkamai su
konvencionalia laboratorine praktika, vietiniais teisés aktais ir technine bakle.

5.2 Validacija

Irenginys EUROBIotMaster buvo validuojamas siekiant taikyti jj su kai kuriomis
reprezentatyviomis testavimo sistemomis EUROIMMUN. Validavimas parodé bendrg
EUROBIotMaster jrenginio sugebéjimg sékmingai saveikauti su aukS€iau minimais
metodais.

Bet kokio tipo neautorizuoti modifikavimai susij e su EUROBIotMaster jrenginiu, su
jo programine jranga arba su programine jranga s gveikaujan ¢ia su jrenginio
aksesuarais sukelia garantijos anuliavim g bei atitikties su IVD praradim 4.

Klinikin és diagnostikos taikymams galima vartoti vien tik te stavimo rinkinius
turin éius CE Zenkl a.

Vartotojas yra jpareigotas atlikti kit y gamintoj y testavimo sistem y validacij g, jeigu
jos yra taikomos kartu su EUROBIotMaster sistema.

-11 -



EUROIMMUN

Medizinische

AG

Labordiagnostika

5.3 TECHNINIAI DUOMENYS

Bendroji informacija

Vaizduoklis:

Aptarnavimo laukas

Kompiuterio sasaja
Atmintyje fiksuojamy testy
skaiCius

Zingsniy skaigius teste
Cikly skaicius zingsnyje
Dauer Inkubationsschritt

Bendras inkubacijos laikas

Juosteliy skaicius
Inkubaciné vonelé
Juosteliy sidbavimas
Dozavimo kanaly kiekis
Dozavimo taris
Dozavimo tikslumas

Buteliy reagentams talpa

Atlieky butelis
Srov é/jtampa

Maitinimo jtampa

Srovés pareikalavimas

Saugiklis

Fiziniai parametrai
ISoriniai matmenys

Svoris

PaSvie€iamas skystuyjy kristaly (LCD)
vaizduoklis, 2 eilutés, kiekvienoje - 40 Zenkly

Membraniné klaviatdra 6 mygtukai, 7 kontrolinés
LED lemputés

USsB
maks. 20

maks. 14

1-20

00:00 — 30:59 (hh:mm) in Schritten von je 1 min
maks. 99:59 (hh:mm)

maks. 30

Plastikiné, vienkartinio panaudojimo gaminiai
Vibracinis kratytuvas, 3 greiciai

6

0,1-5 ml Zingsniuose po 0,1 ml

<10 %

4 x 60 ml

2 x 250 ml

1 x 500 ml

2000 ml

22-24 V pastovioji srové
(pvz. maitintuvas 100-240 V, 50-60 Hz)

maks. 30 vaty
T2A (pagrindiniame pulte)

520 mm (B) x 310 mm (T) x 250 mm (H)
14,5 Kg

Informacija apie aplinkos parametrus - Zr. 6.3. skirsnij.
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54 Irenginio aprasymas
EUROBIotMaster jrenginys — tai kompaktiSkas laboratorinis prietaisas su pusiau
automatiniu imuno enzimatiniy, blot tipo juosteliy apdirbimu.

Testavimo procese gali bati apdirbama iki 30 testiniy juosteliy. Reagenty dozavimag
atlieka 6 peristaltiniai (Zarniniai) siurbliai. Vakuumo pagalba reagentai yra siurbiami is
inkubaciniy, loveliy tiesiogiai | atlieky butelj. Inkubacijos eigoje reagentai yra maiSomi
inkubaciniy voneliy siGibavimo pagalba.

Pav. 5-1: EUROBIotMaster — vaizdas iS virSaus

Tam, kad vartotojas turéty galimai geriausig prieigg prie vidinés jrenginio ertmés ir kad
aptarnavimas bdty paprastesnis, virSutiné jrenginio dalis gali bdti pakeliama ir
nuleidZziama.

Atmintyje galima uZzfiksuoti iki 20 testy. Testui atlikti ir jo rezultatams apdirbti, vartotojo PC
kompiuteris aprapinamas atitinkama programiné jranga. USB jungtis priekinéje jrenginio
puséje leidzia testq jvesti ir anuliuoti (gali tai vykdyti tik kvalifikuotas personalas).

Irenginys yra maitinamas iS5 iSorinio maitintuvo sutinkamai su techninémis
specifikacijomis. Maitinimo jungtis, tinklo jungiklis bei duomeny skydelis yra uzpakalinéje
jrenginio puséje.

Prietaisas aptarnaujamas membraninés klaviatiros ir didelio paSvieCiamo LCD
vaizduoklio su 80 Zenklais, pagalba. [renginys suteikia vartotojui galimybe atitinkamai
apdirbti anksCiau apibréztus testus. Kasdieninéje prietaiso vartojimo praktikoje
uztikrinamas paprastas ir greitas sistemos aptarnavimas aiskios struktdros ir vartotojo
veiksmy intuicinio vedimo déka.
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= VAIZDAS IS PRIEKIO

Pav. 5-2: EUROBIotMaster — vaizdas i$ priekio

Dangtis - atidarytas

Aspiracijos ir dozavimo modulis (judésys x ir z kryptimis)
Plovimo vonelé

Siibavimo modulis su inkubacine vonele su loveliais
Vaizduoklis LCD

Membraniné klaviatlra

Korpusas

Reagenty siurbliai (nuo A iki F)

Lankstas jéjimo vamzdeliai (nuo A iki F)

Indai reagentams

Butelis liekanoms/ atliekoms

Matavimo cilindras

Suktuvas sraigtams su kryzminiu grioveliu
Vamzdelis Waste ir vakuumo vamzdelis

O© 00O NOoO O WN P

el o
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UZPAKALINE PUSE

Pav. 5-3: EUROBIotMaster — uzpakaliné pusé

15
16

Lanksc¢iy ,Waste" ir vakuuminio vamzdeliy prijungimas
Stebéjimo langelis

Pav. 5-4: EUROBIotMaster — uzpakaliné pusé (padidintas vaizdas)

17
18
19
20
21
22

Numeris EVA (EUROIMMUN jrenginio numeris)
Jungtis RS 232

Jtampos (22-24V) tiekimas

Jjungiklis/isjungiklis

Duomeny skydelis

Kontroliné plaketé VDE
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5.4.1 Aspiracijos ir dozavimo modulis

Aspiracijos ir dozavimo mazgas susideda i$ aspiracijos ir reagenty dozavimo vamzdeliy.

J
f

aspiraciniSms
vienetas

plovimo
vonel é

s
Pav. 5-5: Aspiracijos ir dozavimo modulis

Lankstus reagento A dozavimo vamzdelis
Lankstus reagento B dozavimo vamzdelis
Lankstus reagento C dozavimo vamzdelis
Lankstus reagento D dozavimo vamzdelis
Lankstus reagento E dozavimo vamzdelis
Lankstus reagento F dozavimo vamzdelis

mTmooOw>

5.4.2 Aspiracijos ir dozavimo siurblys

Prietaisas yra aprapintas membraniniu siurbliu aspiracijos tikslams ir SeSiais peristaltiniais
reagenty dozavimo siurbliais.

Dozavimo siurbliai yra iSdéstyti Zemiau nurodyta tvarka

Pav. 5-6: Dozavimo siurblys
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Reagento A dozavimo siurblys
Reagento B dozavimo siurblys
Reagento C dozavimo siurblys
Reagento D dozavimo siurblys
Reagento E dozavimo siurblys
Reagento F dozavimo siurblys

5.4.3 Dangtis
Zr. paveikslg 5-2.

mTmoQOw>

Dangtis yra skirtas darbinei zonai apsaugoti. Dangt is EUROBIlotMaster

jrenginyje leidZia prietaiso darbo metu iSvengti kon takto su darbine zona.
Siy saugos nurodym y nesilaikymo atveju gali  jvykti vartotojo suzeidimas

arba uzkr étimas, arba jrenginio suzalojimas.
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6 Instaliavimo procesas

Siame skirsnyje yra pateikta bitina, su instrumento instaliavimu susijusi informacija.

6.1

Pristatymo apimtis

EUROBIotMaster jrenginio pristatymo apimtyje yra:

o EUROBIotMaster

Maitintuvo kabelis ir maitintuvas

6 lankstds jéjimo vamzdeliai (silikonas)

Plovimo vonelé

Atlieky butelis

Padéklas reagentams

Buteliai reagentams (1 x 500 ml, 2 x 250 ml, 4 x 60ml)

Matavimo cilindras (50 ml)

O O O o o o o o

Bandomasis butelis Setup Clean (100 ml)

o0 Vadovas ir trumpa EUROBIotMaster jrenginio aptarnavimo instrukcija

Jeigu jrenginio elementai liko paZeisti, reikia tiesiogiai susikontaktuoti su EUROIMMUN
AG darbuotoju arba su firmos autorizuotu partneriu.

6.2

ISpakavimas, transportas, sand éliavimas

EUROBIotMaster jrenginio iSpakavimo, transporto bei sandéliavimo metu bdtina laikytis
Zemiau pateikty saugos nurodymuy.

o EUROBIotMaster jrenginys yra pristatomas, kaip prekyboje priimta, kartono
dézZeje; pries jg atidarant reikia pakuote apzireéti.

o Sistemos komponenty iSpakavimo metu, vaztarascio pagrindu reikia patikrinti ju
komplektiSkuma.

0 Reikia uztikrinti rekomenduojamg techniniuose duomenyse transporto ir
sandéliavimo temperatarg.

0 [renginj ir visus jo komponentus reikia pastatyti ant stabilaus darbinio stalo.

0 Palyginti instrumento serijos numerj uzpakalinéje prietaiso dalyje esanciame
duomeny skydelyje su serijos numeriu vaZztarastyije.

o Patikrinti instrumentg apzidrint ar néra jame pasilaisvinusiy, sulenkty arba
sulizusiy elementuy.

o llgesniam prietaiso sandéliavimui arba prietaiso grazinimo atveju reikia jj jdéti j
gamintojo pakuote.

“ Sistemini y element y iSpakavimo metu patikrinti  jrenginio komplektiSkum g pagal

6.1 skirsnyje pateikt g pristatymo apimties s grasSa.
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6.3 Aplinkos s alygos

renginys yra skirtas naudoti uzdarose patalpose. Vietg jrenginio su komponentais
iSdéstymui parinkti tokiu bddu, kad prietaisas badty apsaugotas nuo dulkiy, vibracijy,
stipriy magnetiniy lauky, betarpiSky saulés spinduliy poveikio, didelés drégmés ir dideliy
temperatdros pakitimy.
Darbo temperat ara: +15 T iki+40 T
DEMESIO: Jeigu jrenginys buvo temperatiroje, kuri skiriasi nuo
nurodyto diapazono, galima jj paleisti tik tada, kai jo temperatira

pasieks nurodyta diapazona. Ankstesnis jrenginio paleidimas
gali sukelti jo paZzeidima.

Sandéliavimo temperat ara: 1C-50<C

Maksimalus aukstis darbo iki 2000 m virs jdros lygio

metu:

Maks. santykin é drégmé 80 %, jrenginys negali dirbti patalpoje kurioje yra kondensaciné
drégmé.

6.4 Instaliavimas ir paleidimas

EUROBIotMaster jrenginio instaliavimg Ir paleidimg atlieka firmos EUROIMMUN AG
serviso techninis darbuotojas.

Irenginj reikia taip pastatyti, kad badty uZztikrintas lengvas priéjimas prie pagrindinio
jungiklio. |renginys, jeigu galima, turéty stovéti atskirai, kad badty galima uZztikrinti jo
sumontavimg ir tolesnj atlieky butelio aptarnavima (deSinioji uzpakaliné pusé) bei
reagenty laikymo padéklas (i$ priekio) ir pakankamai vietos, kad atloSti jrenginio dangt;.

Paveikslas 6-1: EUROBIlotMaster — vaizdas

Reagenty padéklg pritvirtinti priekinéje jrenginio puséje po peristaltiniu siurbliu.  |déti
plovimo vonele.

Atliekoms skirta buteli pastatyti i5 deSinés uzpakalinéje jrenginio puséje. Atsargiai
prijungti lanks€ius vakuumo vamzdelius bei lanksg€ius, atliekoms skirtus vamzdelius, prie
butelio jvedimy. Lankstus vamzdelis pazymétas uzraSu "Waste" pereina j butelio jvedimg
skirtg atliekoms panaudojant lanksciojo vamzdelio prailginimg. Atkreipti démesj, kad
lankstds vamzdeliai jrenginyje baty sujungti patvariai!
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Nuo peristaltiniy siurbliy j&jimy reikia nuimti juodus antgalius ir su jéjimais sujungti
lanksgius reagenty dozavimo vamzdelius sutinkamai su apraSymu nuo A iki F.

Kad iSvengti zaly, kurios galéty Kkilti dél skys€io iSsiliejimo ant maitintuvo pvz. dél
netaisyklingo apsiéjimo su atlieky arba reagenty buteliais, maitintuvas negali stovéti
betarpiSkai arti prie jrenginio.

“ Apatin éje jrenginio pus éje inkubacin és vonel és aplinkoje yra avarinio iStek éjimo
anga. Prietaiso rimtos klaidos atveju skystis gali iS avarin és angos iSsipilti ant
darbinio pavirSiaus.

Maitintuvo kabelj sujungti su maitinimo tinklo jtampos Saltiniu ir prijungti maitintuvg prie
jrenginio maitinimo lizdo.

6.5 Aksesuarai

Inkubacinés vonelés (30, baltos) ZD 9899-0130
Inkubacinés vonelés (30, juodos) ZD 9898-0130
Setup Clean ZG 0009-0505

Butelis liekanoms/ atliekoms ZG 0301-0101
Butelis reagentams (60 ml) ZG 0302-0101
Butelis reagentams (250 ml) ZG 0303-0101
Butelis reagentams (500 ml) ZG 0304-0101
Matavimo cilindras ZG 0305-0101

O O O O o o o o
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7 Aptarnavimo instrukcija

PrieS paleidziant EUROBIotMaster jrengin j batina susipazinti su Sios aptarnavimo
instrukcijos turiniu. Papildom g informacija galima gauti m 4sy serviso tarnyboje
arba pas jgaliotus atstovus.

EUROBIotMaster jrenginys — tai didelio tikslumo prietaisas, kuris n etinkamo

aptarnavimo atveju gali b Ut pazeistas arba jo taisyklingas funkcionavimas ga li b ati
sutrikdytas.

Prietaiso sistem g gali aptarnauti tik atitinkamai apmokyti asmenys, kurie supranta
enzimini y testy problematik g bei gerai orientuojasi prietaiso funkcionavimo sri tyje.
Saugiam darbui bei taisyklingam sistemos funkcionav imui uZztikrinti, b atina
besalygiSkai vadovautis Sioje aptarnavimo instrukcijoje pateiktais nurodymais ir
isp éjimais.

7.1 Aptarnavimo panelis

Parodym y langelis ir membranin é klaviat tGira yra jrenginio virSuje.

BN ]
Eo Fo )

ho Bo co [ -]

p

Pav. 7-1.;: EUROBIotMaster aptarnavimo panelis

Aptarnavimui yra naudojami SeSi membraniniai mygtuk ai skirti atlikti Zemiau
nurodytas funkcijas:

Peréjimas j sekantj meniu punktg
Teigiamas atsakymas | uzduotg klausimg (tekstas su klaustuku)
lvedamos vertés (pvz. testiniy juosteliy kiekio) padidinimas

SugrjZimas j pirmesnj meniu punktg
Neigiamas atsakymas j uzduotg klausima (tekstas su klaustuku)
lvedamos vertés (pvz. testiniy juosteliy kiekio) sumazinimas

Peréjimas | sekantj meniu punktg
Meniu punkto / jvedamos vertés patvirtinimas
Proceso atlikimas nurodytu badu

O 4P

Bendrai: sugrizimas | sekantj aukS¢iausig meniu.

(%)

0 Pauzé — testo eigos sustabdymas. Pakartotinai mygtukg nuspaudus testo
eiga yra tesiama toliau.

Priéjimas prie pauzés meniu, proceso zingsniams pasirinkti.

?

Begarsis aliarmas. Sios funkcijos pagalba yra iSjungiamas aliarmo signalas
suteikiantis informacija apie jrenginio buseng (pvz. laukiamas rankinis
dozavimas, klaidos ir pan.). Sis mygtukas neturi jtakos jrenginio statusui.

©)

Be jau aprasyty funkeijy, mygtukai turi ir papildomas, nuo jrenginio statuso priklausomas
funkcijas. Sios funkcijos yra aprasytos apatinéje vaizduoklio eilutéje.
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7.1.1 Signal y LED funkcija
= 7ALIAS SIGNALAS A -F

Zalias LED lemputés Svytéjimas visada priklauso nuo peristaltikos siurbliy nuo A iki F.
Vieno LED diodo mirkCiojimas reiSkia, kad | lankstyjj vamzdelj galima jleisti reikalingg
reagenta. Pastovus LED diodo Svytéjimas signalizuoja taisyklingg pripildyma.

= RAUDONAS SIGNALAS

Sis signalas aktyvuojamas nuspaudus mygtukg Pauzé testo proceso eigoje. Raudono
LED diodo Svytéjimas reiskia, kad testo proceso eiga yra sustabdyta.

7.2 Prietaiso jjungimas

|sitikinti, kad prietaisas turi taisyklingus sujungimus, o maitinimo kabelis yra taisyklingai
sujungtas su maitinimo lizdu uzpakalinéje prietaiso puséje.

renginys yra jjungiamas pagrindinio jungiklio pagalba. Tuoj po jjungimo atliekamas
trumpas judamujy prietaiso elementy funkcionavimo testas.

I Prietaisas yra jjungtas.
0 Prietaisas yra iSjungtas.

|renginys yra paruostas dirbti, kai pagrindinio meniu vaizduoklyje iSsiSvie€ia komunikatas:
Main menu: List of Assays (Pagrindinis meniu: testy sgrasas).
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7.3 Pagrindinis meniu
Pagrindiniame meniu yra keturi jrenginio valdymui skirti meniu punktai.

Testo proceso eiga paleidziama meniu punkte List of assays (testy sgrasas). Informacijg
apie anksciau apibréztas testo programas galima rasti 7.4. skirsnyje.

Pumps priming (lanks¢&iy vamzdeliy plovimas) yra taikomas prietaiso sistemos valymui.
Funkcijos Pumps calibration (

Communication (komunikacija) meniu pagalba galima pernesti testus i§ prietaiso | PC
kompiuterij ir atvirkS€iai (tai gali daryti tik kvalifikuotas personalas).

List of Pumps Pump Communi-
assays priming calibration cation

[ 1. Eurool

2. Euro02

D ———————

20. Euro20

Ne——

Pav. 7-2: Pagrindinio meniu struktdra
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7.4 Program y perziura

EUROIMMUN (EUROLINE, EUROLINE-WB, Westernblot) testy programoms parengti
yra naudojamos jau anksciau apibréztos programos. Produktai kuriy atzvilgiu yra taikoma
tokia pati testavimo programa gali bati testuojami kartu vienoje to paties proceso eigoje.

Uzsakymo numerio ir produkto apraSymo pagrindu iS Zemiau pateiktos lentelés galima
suzinoti kokia testavimo programa kam ir kokiai analizei atlikti yra tinkama.

Programa Produkto kodas AprasSas
DL 1111 G Neuroniné
DL 1300-X G Kepeny profiliai
DL 1530 G Myositis
DL 1590-X G Profiliai ENA + ANA
DY 2080 A G H. pylori
DY 2111 G M Treponema
DY 213X-XG M Borrelia
DY 2173 A G Yersinia
DY 2320 G Echinococcus
DN 2050 A G Bordetella pertussis
DN 2131 G M Borrelia-RN-AT
DY 2590-1 G Rubella virus
DY 2531-1G M HSV 1/2
DY 2570 G M CMV
‘ Euro03 EBV EL60 DN 2790-2G M EBV Profil 2 ‘
‘ Euro04 ANCA EL15 DL 1200-X G MPO, PR3, GBM ‘
Euro05 AAb WB60 DW 1111-X G Neuroniné
DW 1520-X G HEp-2
Euro05 AAb WB60 DW 1530-X G Myositis
DY 2790 G M EBV
DY 2531 G M HSV 1/2
_ DL 1130-X G M Gangliniai profiliai ‘
‘ Euro08 ToRCHG EL30 DN 2410-3 G ToRCH Profil IgG ‘
\ Euro09 ToRCHM EL30 DN 2410-3 M ToRCH Profil IgM \
| Euro13 Hanta G DN 278h-1 G Hanta virus IgG |
‘ Eurol4 Hanta M DN 278h-1 M Hanta virus IgM ‘
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Programoje Euro09 ToRCHM EL30/ Eurol4 Hanta M méginiai preliminariai yra
apdirbami EuroSorb pagalba. Testavimo proceso eigoje | kiekvieng inkubacinés vonelés
lovelj jvedama po 1500 ul praskiesto méginio, anksciau apdirbto EuroSorb pagalba.

Programoje Euroll Allergy 1h | kiekvieng inkubacinés vonelés lovelj jvedama po 1 ml
nepraskiesto produkto.

Programoje Euroll Allergy 16h | kiekvieng inkubacinés vonelés lovelj jvedama po 150
pl nepraskiesto produkto.

“ Platesne informacijg apie testus galima rasti atitinkamoje testus apraSancioje
instrukcijoje.

7.5 Bandomojo proceso atlikimas

Bendrieji nurodymai sékmingam testo atlikimui.

0 Garsinj signalg visada galima iSjungti mygtuku be jrenginio statuso
pasikeitimo.

0 PraSoma neuzmirsti, kad atlieky kaupimo butelis negali bati arti pilno uzpildymo,
kadangi iSsipilantis i$ Sio butelio skystis gali paZeisti vakuumo siurblj.

0 Inkubacinés vonelés yra skirtos vienkartiniam panaudojimui!

0 Butina nepamirsti, kad kontaminacijai iSvengti reagenty buteliai visada turi bati
Svarus.

0 Visada juose turi bati naudojami Svarls reagentai! Nelaikyti jokiy praskiesty
tirpaly tam, kad juos panaudoti kitg diena, visada vartoti tik tokj tdrj, koks yra
reikiamas proceso eigai uztikrinti.

0 Visada taikyti 5 ml daugiau reagento negu prietaisas reikalauja, tam kad
subalansuoti tus¢ig buteliy bei vamzdeliy ertme.

0 Substratas yra jautrus Sviesai. Rekomenduojama substrato butelj apvynioti
aliuminio folija.

7.5.1 Testavimo eigos paruoSimas
Elgtis vadovaujantis Zemiau iSdéstytais nurodymais:

0 Badtinai reikalingus butelius, reagentus ir inkubacines juosteles laikyti po ranka.
Isitikinti, kad viskas pasieké aplinkos temperatdira.

0 TuSCig atlieky / liku€iy butelj sujungti su lanks€iais vamzdeliais uzpakalinéje
deSinéje prietaiso puséje. Lankstus vamzdelis pazymétas uzrasSu "Waste"
pereina | butelio jvedimg skirtg atliekoms panaudojant lanksciojo vamzdelio
prailginimg! PraSoma atkreipti démesj, kad vamzdeliai bty prijungti taisyklingai ir
patvariai!

0 Inkubacines vonele su loveliais padéti ant prietaiso siubuojanéios peties.
Isitikinkite, kad loveliai yra taisyklingai iSdélioti ir sutaikyti su sibuojancia petimi.
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Prietaiso jjungimas

Pasirinkti testg

Nurodyk starto
pozicijg

Jvesk juosteliy
skaiciy,

Kanaly pripildymas

7.5.2 Testavimo eigos paleidimas
Prietaisas jjungiamas kairioje uzpakalinéje prietaiso puséje esancio svirtelés tipo jungiklio
pagalba. Vaizduoklyje iSsiSvie€ia komunikatas:

Main menu:

List of assays s
(pagrindinis meniu: testy sgrasas) Patvirtinti mygtuku

List of assays: Mygtukais arba : parinkti norima testg

01 Euro01 AAb EL30 @
Patvirtinti mygtuku

Informacijg apie tai, kuri testavimo programa yra skirta kuriam produktui galima rasti 7.4.
skirsnyje.

Start strip: ISrinkti starto pozicijg mygtuku ﬁ
01 Max: 30 P J =
(pradiné juostels) pavirtinti mygtuku e

PraSome painformuoti kiek inkubacijai skirty juosteliy reikia.

00 Max: 30
(juosteliy skaicius)

M- @1 ST Mygtuku A igrinkti juosteliy skaiéiy
Patvirtinti mygtuku .
Jeigu testavimo eigoje yra taikomos jvairios konjugacijos, tai toje vietoje statomas

klausimas dél juosteliy skaiciaus iSpuolancio sujungimy klasei. Detalesni duomenys
pateikti 7.5.3. skirsnyje.

Pump A: Wash buffer xx ml v

- Priming, + Postpone, ENTER Ready Mygtuku jleisti reagentg (2x nuspausti mygtuka)
(Siurblys A: plovimo buferis o @

-jsiurbimas, + veliau, ENTER gatavas) Patvirtinti mygtuku

Reagento pavadinimas ir bdtinas jo kiekis rodomi A kanalui virSutinéje vaizduoklio
eilutéje. Vaizduoklyje rodomas tdris, tai testavimo eigai uztikrinti reikalingy reagenty taris.

Sioje vietoje neatsiZvelgiama | tarj reikalingg lankstiems vamzdeliams praplauti ir tus&iai
buteliy ertmei subalansuoti. Todél rekomenduojama pridéti 5 ml reagento daugiau negu
reikalauja prietaisas.

Visada pridéti 5 ml reagento daugiau negu prietaisas reikalauja.

Kanalo A kontrolinis LED diodas mirkéioja. |déti siurblio A tiekimo vamzdelj | atitinkamg
butelj su A kanalo reagentais ir 2 kartus jsiurbti reagentg mygtuko No pagalba.

Jeigu bus iSrinkta funkcija + Postpone (+ véliau), tada reagento pareikalavimas jvyks 5
minutes anksc&iau negu jis bus realiai panaudotas. Kontrolinis LED diodas uzgesta. Kaip
taisyklé — Si funkcija yra galima tik substrato atveju.

Su kitais kanalais reikia elgtis panaSiu badu.
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Pump B: IgA Conjugate xx ml

- Priming, + Postpone, ENTER Read . . .
¢ > v Pakartoti procesg su visais kanalais.

(Siurblys B: konjugatas
-isiurbimas, + véliau, ENTER gatavas)

... (tarpiniai zingsniai) ...

Praplovus visus kanalus vaizduoklyje pasiSvie€ia klausimas:
Is waste bottle empty?

Patikrinti atliekoms/ liekanoms skirtg butelj.

(ar atlieky butelis yra tus¢ias?) Patvirtinti mygtuku

Testo paleidimas Start assay?

01 Euro01 AAb EL30
Patvirtinti mygtuku A

(paleisti testg?
01 Euro01 AAb EL30)

Dabar testavimo eiga yra prietaiso EUROBIotMaster apdirbama.

“ Vaizduoklis virSutinéje eilutéje parodo aktualaus proceso Zzingsnio kodg. Raidé ,S*
informuoja apie zingsnj, o ,A" apie analize. Skaiciai po raidziy informuoja apie numatomg
testavimo zingsnio ir atitinkamai analizés uzbaigimo laikg iSreikStg valandomis ir

minutémis (hh:mm).

Step 01-1: Pretreatment S 00:01
Incubation A 02:02
Eo Fo

Ro Bo o Do J

Pav. 7-3.: Proceso zingsnio bei testavimo laiko trukmés parodymas.

Juosteliy PasireiSkus vaizdiniam ir garsiniam reikalavimui, testines juosteles jdéti | inkubacinj lovelj
pridéjimas Tuo atveju visada reikia pradéti nuo starto pozicijos apibrézimo.

Step 01-1: Strips S 00:01

Insert strips! Compl.? A 01:53 déti juosteles j vonelés lovelius.

(Zingsnis 01-1: juostelés Patvirtinti mygtuku (%
|dék juosteles! |déta?)

“ Juosteles galima pritvirtinti prie vonelés lovelio dugno, prispaudus prie dugno jy etikete.

Tuo bddu iSvengiamas juosteliy persistdmimas.

Bus padaryti keli tarpiniai zingsniai:

... (tarpiniai Zingsniai) ...
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Méginiy jvedimas EUROBIotMaster prietaisas jveda | inkubacinés vonelés lovelius bating buferio tirpalg
méginiams praskiesti. PasireiSkus vizualiniam i garsiniam reikalavimui, reikia jvesti
nepraskiestus méginius.

Step 04-1: Sample incub. S 00:30

Add 15ul sample! Compl.? A 01:47 Pipete iStraukti neistirpusj serumg.

(Zingsnis 04-1: Meéginio inkubacija Patvirtinti mygtuku
|vesti 15ul méginio! Jvesta?)

... (tarpiniai Zingsniai) ...

|siurbimas Proceso eigai pasibaigus pasirodo klausimas ar inkubacinés vonelés loveliy turinys turi
bati iSsiurbtas.
Step 09-3: Stop S 00:03
Aspirate strips? Compl.? A00:03 :
Patvirtinti mygtuku

(Zingsnis 09-3: sustabdymas
iSsiurbti juosteles? Taip?)

ﬂ Jeigu inkubacinés vonelés lovelis neturi bati iSsiurbtas, tai reikia jj iSimti ir tik tada
siurbimo mygtuku tai patvirtinti nuspaudziant mygtukg Yes. Mygtukui No Siuo momentu
néra priskirta jokia funkcija.

Testo uzbaigimas Finish assay? A 00:00
Waiting time 00:05

Patvirtinti mygtuku

(UZbaigti testg?
Ldkuriavimo laikas)

Inkubacine vonele galima iSimti analizés atlikimo tikslu. Po to testi darbg atliekant
kasdieninio valymo veiksmus (8.1.1. skirsnis)
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Testo pasirinkimas

Pateik starto
pozicijg

Juosteliy skaicius

7.5.3 Testavimo eiga su jvairiais konjugatais/produktais

Kai kuriy testavimo programy atveju galima vienoje proceso eigoje sujungti jvairius
konjugatus arba produktus j vieng testavimo eiga.

Galima sujungti tik tuos produktus, kuriems yra taikoma ta pati testavimo programa.
Testavimo programy perzidra yra pateikta 7.2. skirsnyje.

Prietaisas jjungiamas kairioje uzpakalinéje prietaiso puséje esancio svirtelés tipo jungiklio
pagalba. Vaizduoklyje iSsiSvie€ia komunikatas:

Main menu:
List of assays

Patvirtinti mygtuku

(pagrindinis meniu:
testy sgrasas)

IS testy sarasSo pasirinkti norimg testavimo programa;
List of assays: Mygtukais A arba : pasirinkti norima testa,

02 Euro02 Inf WB30 @
Patvirtinti mygtuku

Start strip: Nustatyti starto pozicijg mygtuku
01 Max: 30
(pradiné juostelé) pawvirtinti mygtuku ke

Nurodyti juosteliy skai€iy kiekvienai konjugato klasei. Kai vienoje eigoje yra taikomi
jvairis konjugatai, tada statomas klausimas dél juosteliy kiekio konjugatams IgA, po to —
konjugatams IgG ir pabaigoje - IgM.

Jeigu duotoji konjugato klasé testavimo eigai néra reikalinga, tada atsakant j klausimg
kiek juosteliy — duotajam konjugatui reikia nustatyti, reikia nurodyti ,0".

No. of strips: IgA Conjugate

10 Max: 30 Mygtuku pasirinkti juosteliy skaiciy
(No. of strips = juosteliy skaicius) Patvirtinti mygtuku @

No. of strips: IgG Conjugate A

10 Max: 20 Mygtuku pasirinkti juosteliy skaiciy
(No. of strips = juosteliy skaicius) Patvirtinti mygtuku @

No. of strips: IgM Conjugate A

10 Max: 10 Mygtuku pasirinkti juosteliy skaiciy
(No. of strips = juosteliy skaicius) Patvirtinti mygtuku @

[vedamas juosteliy skaicius turi bdti tarp O ir maziausio skaiciaus parodyto apatinéje
vaizduoklio eilutéje.
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Juosteliy Dedant juosteles nepamirsti apie batinuma laikytis eiliSkumo. Inkubacinés vonelés loveliai
pridejimas yra automato pripildomi pradedant nuo konjugato IgA, po to konjugatas IgG ir paskiausiai

IgM.

Lentel é 7-1: 1Sd éstymas jvairi y konjugat y atveju.

Eiliniai Zzingsniai daromi taip kaip aprasyta 7.5.2. skirsnyje.
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= PavyzDys 1: BORELIA IGG BEI IGM

5 pacientus batina istirti turimy antikiny, prie$ borelioze imuniniy klasés M ir G globuliny
atzvilgiu. Siuo atveju reikia elgtis Zemiau nurodytu bidu.

Prietaisas jjungiamas kairioje uzpakalinéje prietaiso puséje esancio svirtelés tipo jungiklio
pagalba. Vaizduoklyje iSsiSvie€ia komunikatas:

Testo pasirinkimas =~ Main menu:

List of assay
(pagrindinis meniu: Patvirtinti mygtuku
testy sgrasas)
List of assays: Mygtukais A arba : pasirinkti norima testa
02 Euro02 Inf WB30 @
Patvirtinti mygtuku
Nurodyk starto N
pozicija Start strip: Nustatyti starto pozicija mygtuku
01 Max: 30
(pradiné juostele) Patvirtinti mygtuku
Juosteliy skaigius go. of strips: IgA Conjugat'\t/laaX: 20 juosteliy skaicius O

(No. of strips = juosteliy skaicius) patvirtinti mygtuku .

No. of strips: IgG Conjugate
5 Max: 30 Mygtuku pasirinkti juosteliy skaic€iy 5

(No. of strips = juosteliy skaicius) Patvirtinti mygtuku

No. of strips: IgM Conjugate
5 Max: 25 Mygtuku pasirinkti juosteliy skaiciy 5

(No. of strips = juosteliy skaicius) Patvirtinti mygtuku
Eiliniai Zingsniai daromi taip kaip apraSyta 7.5.2. skirsnyje.

Juosteliy Juosteliy iSdéstymas inkubacinés vonelés loveliuose atrodo taip:
pridéjimas o Pozicija nuo 1 iki 5: Juostelés inkubacijai su konjugatu IgG

0 Pozicija nuo 6 iki 10: Juostelés inkubacijai su konjugatu IgM
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= PAVYZDYS 2. SUJUNGIMAS YERSINIA IR BORELIJOS

10 pacienty badtina istirti turimy antikiny prie$ borelioze imuniniy klasés M ir G globuliny
atzvilgiu, o 5 pacientus reikia istirti turimy antikiny prieS bakterijas Yersinia imuniniy,
klasés A ir G globuliny atzvilgiu. Tuo tikslu reikia elgtis Zemiau nurodytu badu.

Prietaisas jjungiamas kairioje uzpakalinéje prietaiso puséje esancio svirtelés tipo jungiklio
pagalba. Vaizduoklyje iSsiSvie€ia komunikatas:

Testo pasirinkimas = pMain menu:

List of assays s
(pagrindinis meniu: testy sgrasas) Patvirtinti mygtuku

List of assays: Mygtuku A arba : pasirinkti norimg testa,
02 Euro02 Inf WB30 @
Patvirtinti mygtuku
Nurodyk starto Start strip: . N
pozicija Olar Strip: Max: 30 Nustatyti starto pozicijg mygtuku
(pradine juostele) Patvirtinti mygtuku )

Juosteliy skaicius No. of strips: IgA Conjugate
5 Max: 30 Mygtuku pasirinkti juosteliy skaiciy 5

(No. of strips = juosteliy skaicius) Patvirtinti mygtuku

No. of strips: IgG Conjugate A
15 Max: 25 Mygtuku pasirinkti juosteliy skaiciy 15

(No. of strips = juosteliy skaicius) Patvirtinti mygtuku

No. of strips: IgM Conjugate A
10 Max: 10 Mygtuku pasirinkti juosteliy skaiciy 10

(No. of strips = juosteliy skaicius) Patvirtinti mygtuku
Eiliniai Zzingsniai daromi taip kaip aprasyta 7.5.2. skirsnyje.
Juosteliy Juosteliy iSdéstymas inkubacinés vonelés loveliuose atrodo taip:
pridejimas o Pozicija nuo 1 iki 5: Juostelés inkubacijai su konjugatu IgA
0 Pozicija nuo 6 iki 20: Juostelés inkubacijai su konjugatu IgG

0 Pozicija nuo 21 iki 30: Juostelés inkubacijai su konjugatu IgM
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7.6 Pauzés meniu

Pauzés meniu pasirinkimas yra galimas vien tik testavimo eigos metu. Paleisto testo eiga

gali bati sustabdyta vien tik mygtuku .—‘ 0 . Yra galimas Siy Zemiau parodyty punkty
meniu.

T

Rocking stop Priming Skip to..
Ne———————————
———

1. Stepl

N—
D —

| |

2. Step2

N—

—
b——
20. Last

step

v v v

Lentel é 7-2: Pauz és meniu

=  VIBRACINIO KRATYTUVO SUSTABDYMAS

Funkcijos Rocking stop (kratymo sustabdymas) pagalba galima sustabdyti kratymo
procesg atliekamag vonelés atzvilgiu. Toks laikinas kratymo sustabdymas daromas pvz.
testiniy juosteliy patikrinimo tikslu.

Vaizduoklis parodo:

Pause:
Rocking stop

Patvirtinti mygtuku

(Pauzeé:
kratymo sustabdymas)

Kratymas sustoja. Vonios laikiklis priveda vonele | horizontalig pozicijg. Vaizduoklyje
iSsiSvie€ia komunikatas:

Pause:
Rocking again Mygtuku A vartotojas vel paleidzia kratyma.
(Pauze: Mygtuku : kratytuvas lieka sustabdytoje bikleje.

testi kratymg?

Pakartotinai nuspaudus mygtuka .—{@ iSeinama iS pauzés meniu.
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= REAGENTO JVEDIMAS

Siurbimo funkcija yra taikoma lanksciy vamzdeliy sistemos papildymo skystais reagentais

tikslu.

Vaizduoklis parodo:
Pause:
Priming
(Pauzé

jsiurbimas)

Priming:
Pump A

(Isiurbimas:
Siurblys A)

Pump A:
- Priming, ENTER OK

(Siurblys A:
- [siurbimas, ENTER OK)

Priming:
Pump A

(isiurbimas:
siurblys A)

Pause:
Priming

(Pauzeé:
jsiurbimas)

Mygtuku arba : pasirinkti norimg zingsnj

Patvirtinti mygtuku

Mygtuku arba : pasirinkti norimg kanalg

Patvirtinti mygtuku

Mygtuku : jvesti reagentg (mygtuka nuspausti 2x)

Patvirtinti mygtuku

Mygtuku iSeiti iS5 meniu.

Pakartotinai mygtukq nuspaudus procesas

tesiamas

=  PROCESINIO ZINGSNIO PASIRINKIMAS

Funkcija Skip to... (PerSokimas |...) leidzia pereiti  kitg testavimo zingsnj arba uzbaigti
procesa. Kai testavimo Zingsnis yra pasirinktas, tada jrenginys EUROBIlotMaster

automatisSkai pereina iki galo.

Vaizduoklyje iSsiSvie€ia komunikatas:

Pause:
Skip to ...

(pauzé
perSokimas | ...)

Skip to ...
Incubation Stop ENTER

(persokimas j ...
inkubacijos sustabdymg —ENTER)

Patvirtinti mygtuku

. Inkubacija sustabdoma ir yra automatiskai
tesiama eiliniame proceso zingsnyje. Mygtukais @

arba galima pasirinkti atitinkamus proceso
zingsnius.

Juos reikia patvirtinti mygtuku
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Galima pasirinkti Siuos proceso zingsnius:

0

Juostelé
Reikalavimas jdéti juostele

Premilinari inkubacija
|détos juostelés yra preliminariai inkubuojamos buferio pagalba.

Méginio buferis
Inkubacinés vonelés loveliai siurbimo metodu yra pripildomi Svieziu buferiu.

Méginio inkubacija. Méginio jvedimo reikalavimas. Atliekama méginio inkubacija.

1 Plovimas:
Loveliai yra iSsiurbiami, pripildomi Svieziu buferiu ir prasideda inkubacijos laikas,
kurio trukmé - 5 minutés. Procesas yra kartojamas 3 kartus.

Konjugato inkubacija
Loveliai yra iSsiurbiami ir pripildomi konjugatu. Atliekama konjugato inkunbacija.

2 plovimas:
Loveliai yra iSsiurbiami, pripildomi SvieZiu plaunamuoju buferiu ir prasideda
inkubacijos laikas, kurio trukmé - 5 minutés. Procesas yra kartojamas 3 kartus.

Substrato inkubacija
Loveliai yra iSsiurbiami ir pripildomi substratu. Atliekama substrato inkubacija.

Sustabdymas
Loveliai yra iSsiurbiami, pripildomi distiliuotu vandeniu ir prasideda inkubacijos
laikas, kurio trukmé — 1 minuté. Procesas yra kartojamas 3 kartus.

ISsiurbimas

Visi loveliai yra iSsiurbiami.

Pabaiga

Testavimo eiga sustabdoma. Atliekami kasdieninio valymo darbai.
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Plovimas

Lanks¢Ciy,
vamzdeliy
tustinimas

Valymas ir konservavimas

Vartotojas privalo atlikti apraSytus Siame skirsnyje konservavimo darbus. Serviso grafike
apraSyti serviso darbai (Zr. 8.2 skirsnj) arba neiSaiskinti Siame vadove, turi bati atliekami
vien tik autorizuoto serviso techniko.

Siy konservaciniy darby atlikimas garantuoja gera darbine jrenginio bikle. Konservavimo
plano nesilaikymas gali bati klaidingy testavimo rezultaty priezastim.

8.1 Laikinas konservavimo darb y planas

Zemiau aprasyti konservavimo darbai turi biti vartotojo atliekami taip daznai, kaip tai yra
reikalinga, ta¢iau ne reciau negu nurodytais laiko intervalais.

8.1.1 Kasdieniniai konservavimo darbai

Kasdieniné konservacija/ valymas atliekamas dienos pabaigoje. Proceso eigos pabaigoje
vaizduoklyje pasirodo:

Pumps priming:
Priming all pumps?

Patvirtinti mygtuku

(lanks¢iy vamzdeliy plovimas. ISplauti
visus vamzdelius?)

Visus tiekimo vamzdeliy galus nuleisti | indg su distiliuotu vandeniu. Jeigu vamzdeliai
bdty per trumpi, tai skystj reikia iSpilstyti j kelis indus.

Volume per pump:

15.0 ml Mygtuku padidinti plovimo talpg iki 15 ml
(talpa vienam siurbliui) Patvirtinti mygtuku

Main menu: A V

List of assays Mygtuku arba pasirinkti funkcijg ,Spilen

(pagrindinis meniu:

der Schlauche” (lanks¢€iy vamzdeliy plovimas) ir
testy sgrasas) patvirtinti mygtuku. d

Pumps priming:
Priming all pumps?

Patvirtinti mygtuku

(lanks¢iy vamzdeliy plovimas. ISplauti
visus vamzdelius?)

Visus lanks€iy vamzdeliy galus iSimti iS indy ir padéti ant popierinio ranksluosgio
nusausinimui.

Volume per pump:
10.0 ml @
(talpa vienam siurbliui) Patvirtinti mygtuku

Mygtuku padidinti plovimo talpg iki 10 ml.

Main menu:
List of assays
Jrenginj galima dabar iSjungti.
(pagrindinis meniu:
testy sgrasas)
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Po to reikia iStustinti atlieku/liku€iy butelj bei iStustinti reagentams skirtus indus, iSvalyti ir
iSplauti distiliuotu vandeniu.

8.1.2 Kas savait e atliekami konservavimo darbai
“ Jrenginio pavirSiaus dezinfekcijai atlikti taikyti tik alkoholio neturindias dezinfekavimo
priemones.

1. Visus prieinamus prietaiso pavirSius iSvalyti drégnu rankSluosciu ir Svelniai
veikiancios valymo priemonés pagalba.

2. ISvalyti ir iSdezinfekuoti atlieky/liku€iy butelj, plovimo vonele bei reagenty laikymo
butelj.
8.1.3 Kas ménesj atliekama siurblio konservacija / kalibracija
Zemiau apradytas valymas, tai svarbiausia $io instrumento konservavimo procedira
Pumps Priming (vamzdeliy plovimo) rézime yra valomi visi dozavimo ir siurblio kanalai.
ﬂ Jeigu lanksciyjy vamzdeliy sistema uzsiblokuoty kristalais, to pasekméje dozavimas
galéty bdti netikslus. Be to, tokiu atveju galéty Kilti placios apimties taisymy batinybé.

Pumps calibration (siurbliy kalibracijos) funkcija yra taikoma visy dozavimo siurbliy
kalibravimo tikslu. Tuo budu galima uZztikrinti, taisyklinga visy siurbliy dozavima.

aktualiomis mechaninémis prietaiso mechanizmy salygomis. Dozuojamas kiekis atitinka
uzduotajj tdrj. Sio kalibravimo déka yra Salinami mechaniniy elementy (galveliy bei
lanks¢iyjy vamzdeliy) susidévéjimo sukelti dozavimo netikslumai.

“ Siurblio kalibravimo metu, jvedant skyscius, reikia zidréeti, kad siurbimo modulio darbo
netrikdyty jokie paSaliniai poveikiai.

Kas ménesj atliekamo konservavimo metu batina atlikti Zemiau nurodytus darbus:

0 Visi siurbliai turi bati praplauti valomojo skys€io 10 ml porcijomis, paliekant juos
Sio skyscio poveikyje per 10 minuciy.

Visus siurblius praplauti 30 ml distiliuoto vandens.
Atlikti siurbliy kalibravimg (siurbliy nuo A iki F)

Vamzdeliams iStustinti, pakartotinai perplauti visus siurblius 10 ml oro porcijomis.

O O O o

Plovimo vonele, siurbimo elementg bei prietaiso aplinkg iSvalyti izopropanolio
pagalba.

(@]

Ivalyti atlieky/likugiy butel.

0 Prietaiso pavirSiy nuvalyti drégnu rankSluosciu su Svelnia valymo priemone ir
nusausinti.
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Valymo tirpalas

Plovimas distiliuotu
vandeniu

Siurblio kalibracija

Kas ménesj atliekamam valymui yra reikalingos Sios priemonés:

0 MaZdaug 100 ml EUROIMMUN Setup tirpalo
(20 ml Setup Clean + 80 ml distiliuoto vandens).

0 MaZdaug 500 ml distiliuoto vandens (esant reikalui papildyti)
0 Matavimo cilindras (50 ml)
0 Suktuvas sraigtams su kryZzminiu grioveliu

Prietaisas jjungiamas kairioje uzpakalinéje prietaiso puséje esancio svirtelés tipo jungiklio
pagalba. Vaizduoklyje iSsiSvie€ia komunikatas:

Main menu: Mygtuku A arba : pasirinkti Pumps priming

List of assays lanksciy vamzdeliy plovimas) ir patvirtinti mygtuku
(pagrindinis meniu: testy sgrasas) @

Visus lanksciyjy tiekimo vamzdeliy galus nuleisti | indg su distiliuotu vandeniu. Jeigu
vamzdeliai bity per trumpi, tai valymo skystj reikia iSpilstyti | kelis indus.

Pumps priming:
Priming all pumps?

- . . . . Patvirtinti mygtuku A
(lanks¢€iy vamzdeliy plovimas: iSplauti

visus vamzdelius?)

Volume per pump:
10.0 ml Mygtuku padidinti plovimo talpg iki 10 ml

(talpa vienam siurbliui) Patvirtinti mygtuku

lvedus valymo tirpalg palikti jj 10 minu€iy, tuo badu prailginant jo poveikio laika.

Main menu:
Pumps priming
(pagrindinis meniu: Patvirtinti mygtuku
lanks€iy vamzdeliy tustinimas)

Pumps priming:
Priming all pumps?

Patvirtinti mygtuku

(lanksgiy vamzdeliy plovimas: iSplauti
visus vamzdelius?)

Visus tiekimo vamzdeliy galus nuleisti | indg su distiliuotu vandeniu. Jeigu vamzdeliai
baty per trumpi, tai skystj galima iSpilstyti j kelis indus.

Volume per pump:
30.0 ml Mygtuku padidinti plovimo talpg iki 30 ml

(talpa vienam siurbliui) Patvirtinti mygtuku

Main menu:
Pumps priming Mygtuku A arba : pasirinkti funkcija

(Pagrindinis meniu: Pumpenkalibration (siurblio kalibracija) ir patvirtinti
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lanks&iy vamzdeliy plovimas)
mygtuku

Apatinj lanksc¢iojo A vamzdelio galg panerti j inda su distiliuotu vandeniu.

Pump calibration:
Pump A

Patvirtinti mygtuku

(Siurblio kalibracija:
siurblys A)

Pump A:

= [P, ENIER TS Mygtuku : jvesti | apytaka distiliuotg vandenj

Siurblys A: . . R
- |siurbimas, Enter kalibr (mygtuka nuspausti 2x) ir patvirtinti mygtuku
Skys¢€io jvedimo metu zidréti, kad lanksciy tiekimo vamzdeliy iSéjimo galai baty nukreipti
plovimo vonelés link. Reikia Zzidréti, kad siurbimo modulio darbas nebdty jokiu bddu
trikdomas.

Palaisvinti lanks€iy dozavimo vamzdeliy tvirtinimo varztg ir vamzdeliy iSéjimo galus
nukreipti | matavimo cilindro vidy (zr. pav. 8-1).

Pav. 8-1: Siurblio kalibravimas

Filled volume 40 ml

Patvirtinti mygtuku

(Pripildymo taris)

EUROBIotMaster pradeda skys€io dozavimg | matavimo cilindra.

Filled volume 40 ml
Pump A Calibration

(Pripildymo taris 40 ml)
(siurblio A kalibr.)

“ Reikia ziaréti, kad apatinis lankstaus vamzdelio galas viso proceso eigoje bdty
panardintas skystyje, prieSingu atveju rezultatas bus klaidingas.

Perskaityti skysCio tdrj matavimo cilindre ir jvesti faktiSka tdrio rezultatg | prietaiso
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LanksgCiy
vamzdeliy
tustinimas

sistemag

Real volume: A v
42.0 mi |vesti mygtukais bei

(faktiSkas tdris) Patvirtinti mygtuku

IStustinti cilindrg ir pakartoti procesg kol bus dozuojama tiksliai 40 ml (£ 0,5 ml). Jeigu bus
jvesta 40 ml kaip faktiSkas tdris, tada siurblio A kalibracija bus uzbaigta.

Filled volume 40 ml

Patvirtinti mygtuku

Kalibruojamo siurblio kontrolinis LED diodas uZsiZiebia ir per 2 sekundes vaizduoklyje
iSsiSvieCia uzrasas:

(Pripildymo taris)

Pump A - Complete

(siurblio A kalibracija uzbaigta)

Visg procesg pakartoti likusiy siurbliy nuo B iki F atzvilgiu.

Pump calibration:

Pump B
Mygtukais arba : pasirinkti eilinj siurblj.

(Siurblio kalibracija:
Siurblys B)

Po vykusios siurblio F kalibracijos:

Pump calibration:
Pump F

Mygtuku iSeiti iS5 meniu.

(Siurblio kalibracija:
Siurblys F)

Exit?
(i%eiti?) Patvirtinti mygtuku A

Plastikinj lanks€iy dozavimo vamzdeliy laikikli galima vél prisukti varztu jam skirtoje
vietoje.

Main menu: A ‘:’

Pump calibration Mygtukais arba pasirinkti funkcijg ,Spilen
der Schlauche “ (vamzdeliy plovimas) ir

(Pagrindinis meniu: @

Siurblio kalibracija) patvirtinti mygtuku

Visus lanks€iy vamzdeliy galus iSimti iS indy ir padéti ant popierinio rankSluosgio
nusausinimui.

Pumps priming:
Priming all pumps? A
Patvirtinti mygtuku

(lanks¢iy vamzdeliy plovimas: iSplauti
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Valymas

visus vamzdelius?)

Volume per pump:

10.0 ml Mygtuku padidinti plovimo talpg iki 10 ml
(talpa vienam siurbliui) Patvirtinti mygtuku @ , kad iStustinti vamzdelius
Main menu:

List of assays

Jrenginj galima dabar iSjungti.
(pagrindinis meniu: testy sgrasas)

Plovimo vonele, siurbimo elementg bei prietaiso aplinkg iSvalyti izopropanolio pagalba.

Butelj skirtg atliekoms/ liku¢iams iSvalyti valomuoju skys€iu ir po to gerai praplauti
distiliuotu vandeniu. Prietaiso pavirSiy nuvalyti drégnu rankSluoséiu su Svelnia valymo
priemone ir nusausinti.
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8.2 Serviso grafikas (serviso technikui)

Mety bégyje serviso tarnybos technikas gali periodiSkai vykdyti preliminarius jrenginio
konservavimo darbus.

Tokiu atveju reikia laikytis serviso vadove aprasyto jrenginio priezitros darby grafiko, kad
baty uztikrinta visy prietaiso elementy savalaiké kontrolé ir servisas.

8.3 Prietaiso dezinfekcija

Visus elementus, turin€ius kontaktg su paciento serumu arba su pavojingomis
biologinémis medziagomis reikia traktuoti kaip potencialius uzkrétimo Saltinius.

Prietaiso aptarnavimo ir jo reguliavimy vykdymo metu turi bdti dévimos neturincios
pudros pirstinés.

Svarbu, kad prietaisas prieS apleidziant laboratorijg arba prie$ atliekant su juo serviso
darbus baty tiksliai iSdezinfekuotas.

Jeigu laboratorija netaiko specialios dezinfekavimo proceduros, tada batina taikyti valymo
buda aprasytag 2 skirsnyje (be siurblio kalibracijos).

Dangciui valyti niekada nenaudoti acetono arba alkoholio.

Dezinfekavimo proces g privalo atlikti tik autorizuotas ir kvalifikuotas
personalas, d évintis pirStines be pudros, apsauginius akinius ir apsaugin e

aprang g, gerai ventiliuojamoje patalpoje.

Isp éjimas: Dezinfekavimo priemon € gali tur éti jtakg jrenginio nasumui,

jeigu bus taikoma vidin  éje prietaiso dalyje.

Jeigu testo eigos metu aspiracijos sistemoje bus padaryta klaida, kurios pasekméje
uzkrecianti medziaga liks kanaluose, tada viso prietaiso dezinfekcija nebus galima. Tokiu
atveju reikia kreiptis | vietinj kliento servisg, kad serviso technikas vietoje atlikty prietaiso
taisyma.

ISorinei dezinfekcijai atlikti reikia visy pirma iStraukti maitinimo kiStukg. Dezinfekavimo
skys€iu apipurksSti visus iSorinius jrenginio pavirSius arba panaudoti dezinfekcine
priemone sudrékintg minkstg ranksSluostélj. Atlikti visus batinus Zingsnius sutinkamai su
pridéta prie dezinfekavimo priemonés instrukcija.

8.4 Sistemos iSjungimas

Jeigu jrenginys turi badti iSjungtas ilgesniam laikui, tada reikia kreiptis | kliento vietinj
serviso punkta.
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Trakum y Salinimas

9.1 Bendrieji komunikatai apie klaidas

Prietaiso sistema kontroliuoja judamus prietaiso elementus. Jeigu testo proceso eigos
metu jvyksta klaida, tada proceso eiga nutraukiama (pauzé) ir jsijungia aliarmas. Tokiu
atveju vartotojas priima sprendima, ar testo proceso eigg uzbaigti, ar (trumpos trukmés
trdkumy atveju) proceso eigq testi toliau.

Gali pasireiksti 3 klaidy tipai:
= KLAIDA INKUBACINES VONELES NULENKIMO METU

Err No:1.Rocking fail
[ Enter - Continue ] v
EO Fo

Ao Bo Go Do

-

Pav. 9-1: Klaida nulenkimo metu.

= KLAIDA DOZAVIMO PETIES JUDESIO METU

Err No:1. Arm shifts fail
[ Enter - Continue ] v
Eo Fo

ho Bo co [ -]

Pav. 9-2: Klaida dozavimo peties judesio metu

= KLAIDA SIURBIMO PETIES JUDESIO METU

Err No:1. Aspirate arm fail
[ Enter - Continue ] v
Eo Fo

Ro Bo €o Do

Pav. 9-3: Klaida siurbimo peties judesio metu

Prietaiso sistema sustabdo testo proceso eigq ir jjungia aliarma. Vartotojas identifikuoja
klaida (judéjimas uzblokuotas). Mygtuko ENTER nuspaudimu atliekamas elemento
judesio testas.

Garsinj signalg galima visada iSjungti mygtuko pagalba be jtakos jrenginio statusui.
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Testo teigiamo rezultato atveju vaizduoklyje iSsiSvies uzraSas:

Recalibration OK.
Continue? Eiga tesiama nuspaudus mygtuka ‘

(Rekalibracija OK

Test toliau?) Mygtukas uZbaigia testo eiga.

Jeigu testo rezultatas néra teigiamas, vaizduoklyje iSsiSvies uzra3as:

Recalibration fail
Continue? Eiga tesiama nuspaudus mygtuka ‘

(Rekalibracija klaidinga

Test toliau?) Mygtukas uZbaigia testo eiga.

Priklausomai nuo apdirbamos juostelés statuso vartotojas priima sprendimg ar testi
proceso eiga.

Jeigu klaida nebus trumpalaiké, tada paméginus testi testo eigg vél pasirodys uzrasas
apie klaida. Tokiu atveju jrenginj reikia iSjungti ir kreiptis | serviso punkto technika.

9.2 Elektros srov és avarija

Numatant galimg srovés dingimg, jrenginio EUROBIlotMaster sistema automatiskai
registruoja testo proceso eigos bukle. Testo eigos metu Si funkcija yra aktyvi. Srovés
iSnykimo atveju aktuali buklé (backup) yra jraSyta ir srovei atsiradus testo proceso eiga
gali bati toliau tesiama.

Vaizduoklyje yra rodoma srovés tiekimo avarijos laiko trukmé minutémis. Vaizduoklis
parodo:

Power failure time: 5 min.

Continue? Testo proceso eiga tesiama nuspaudus mygtukg

ETEVES BEES B Mygtukas vuibaigia testo proceso eiga.

testi toliau?)

9.3 Valdymo sistemos klaida

Trumpalaikés srovés tiekimo avarijos atveju kai kuriais atvejais gali jvykti valdymo
sistemos klaida (Control system fault). Vaizduoklyje pasirodo neapibréztas tekstas.

Tokiu atveju reikia prietaisg resetuoti (padaryti atstatg), vienu kartu per 3 sekundes
nuspaudZiant Zemiau nurodytg mygtuky kombinacija.

0] (©
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10 Priedas

10.1 Atitikties deklaracija

Medizinische

EURO'MMUN /Ii%bordiagnostika m

¥G_0014_0101.doe

EG-Konformitatserklarung

EUROIMMUN AG
Seekamp 31, D-23560 Lubeck, Deutschland

erklart eigenverantwortlich, dal® die Produkte

EUROBIlotMaster

YG 0151- 0101

(Produktbezeichnung, Bestellnummer)

den Anforderungen der Richtlinie

Direktive 98/79/EG (iber In-vitro-Diagnostika, Anhang Il
vom 27. Oktober 1998

entsprechen.

Folgende Normen wurden angewendet:

- EN61010-1
- ENB61326
- EN 14971

Libeck, 19.09.2007
(Ort und Datum) Dr. Wolfgang Schlumberger Susanne Aleksandrowicz
- Mitglied des Vorstandes - - Mitglied des Vorstandes -
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10.2 Kliento servisas

EUROIMMUN AG

D-23560 Liibeck

Seekamp 31

Tel.: +49 451 5855-0

Faksas. +49 451 5855-591

El.paStas: euroimmun@euroimmun.de
Internetas: www.euroimmun.de

Infolinijos analitini y jrengim y klausimu telefono numeris
Maria Eggert, Hans-Joachim PrifR3, Nils Hansen,

Kvieciame pasinaudoti mdsy konsultanty paslaugomis.

KLAUSIMAI

0 Atlikti siurbliy kalibracijg (siurbliy nuo A iki F)

+49 451 5855-732
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EUROLiIneScan

Automated evaluation of membrane-based test systems

REQUEST
)
<"
LIS A
Laboratory Information
System

Generation of results

EVALUATION

Creation of worklists

Image analysis

VALIDATION

INCUBATION

.’ EUROBIotOne

— (fully automatic)

,,,,,,,,

Q . EUROBIlotMaster
e, ; (semi-automatic)
>
/ e Pipetting
‘., (manual)

Scanning of blot strips

\

IMAGE RECORDING

,,,,,,,,

ﬂ EUROBIotOne

Flatbed scanner

= Standardised evaluation of all EUROIMMUN blot products

Complete results available within few minutes after incubation and digital
archiving of results

= Bidirectional connection to LIS or EUROLabOffice 4.0

= Flexible and scalable automation solutions
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EUROIMMUN

a PerkinElmer company

EUROLineScan

The EUROLineScan system is designed for automated
evaluation of incubated membrane-based test systems and
administration and detailed documentation of the obtained
results. The software automatically records and identifies the
bands and measures their intensity. The automated evalua-
tion of the test strips can be monitored and, if necessary, ed-
ited manually. Any changes are automatically documented.
Eventually the results are archived electronically together
with the image data, so that it is no longer necessary to
store the potentially infectious strips. An individual result
sheet can be created for each patient.

EUROLineScan does also cove the bidirectional communi-
cation with EUROLabOffice 4.0 (laboratory management
software) or a laboratory information systems (LIS) for the
import of worklists and export of results.

The compact fully automatic instrument EUROBIlotOne is
designed for standardised processing of EUROIMMUN
immunoblot strips (EUROLINE, EUROLINE-WB, Westernblot)
— from sample recognition to the final analysis result. The
samples are pipetted by the instrument and all incubation
and wash steps are performed fully automatically. In the last
step, the image data recorded by the intergrated camera are
automatically transfered to the EUROLineScan software.

As an alternative to EUROBIlotOne, the immunoblot
strips can also be incubated manually or using the
EUROBIotMaster and recorded using a flatbed scanner. In
this case, the automated evaluation is then also carried out
by EUROLineScan.

EUROIMMUN is happy to assist you in the implementa-
tion of the EUROLineScan program in an existing laboratory
environment.

Evaluation of incubated blot strips with EUROLineScan

Window Help

File
Boe
Zuw [ e [l |
La 2% Co Ro52 FDGFR Ku PUTS PM100 ThTo NORS) Fib RP155 RPI1 c8 = SelT0
s o B © h‘q preg s o = o < bt
50
2
510 L — =
[7] bsolute intensity | Negative contal zone Normalized Intensity [¥] Bands [ Peak search || Cut-off
pos=4213mm  abs22 nom 0O
Stip number: 17 Patient ID: 1 N.. Abbrev. Name It Char  ~
Test: Systemic Sclerosis (lucleoli) Palient name: 1 scl7 3ck70 13
Date of birth: - Lnl- def_SSc 2 |ca e e 2 5
Lab number: Stiip: !
Test kit Sent from: 2 & emiona=l) D E
Recered: Gender: 4 |RPN FiNA Pal 111 KDa 0 o
Age: Birth name: 5 RPISS RN& Pol lll 155 kDa 1 o
Expiration date: - Evaluated by: 6 [Fb Fibilarin 14
7 NORSO NORS0 a
8 ThTo ThiTa 26
9 PM100 FM-Sci100 113
10 PM75 PM-Scl7s 102 -
‘ Tet lemplates | || | = Ty
Ficture| Rt |
| |Edtresuits
| Addiional infomalion Heve
12E Co Rof2 SLALP [X3 LK gp210. P Sp100 MzaE [ 2 @
o it s ey o o o o o o o ap
132 EZ E :3 o Rotz sLate [r=] Laet 210 ET 100 e 3
o et o o 5 o o o o
e T 1 EJ | 3 I W T W Ed Ed
142 o Rt ETT [r=] ot 210 B o1t e [
o o o 5 o o = i B S oy
15E Co Re-82 SLALP L1 LK1 210 PM. Sp100 M23E Mz 5
o - o o 5 o 5 o o — X A
16l Co Ro-£2 PDGFR Ku PNTS PMIGD TWTe NORSO Fio RP1ES RP11 B cA S8 1 E|
o oy 5 o o o o o o o 5 o o - P — -
==~ i THEN W N N W N W N N N F N W)
7Ls o oz POGFR K B PUT0D ™o NORSD e RPize RP11 B cA S 2
e o o ) ooy prey " o i o ) 5 o +  Sscprofie
==7 i | N W N ININ W W W W § § =u :

System requirements:

Computer: Pentium from 350 MHz or compatible with Windows XP,

Windows Vista, Windows 7, Windows 8 or Windows 10, 512 MB

RAM, approx. 1GB free hard disc space (for the sole installation 120 MB, the remaining space for graphic and patient data). Graphic and
screen resolution at least 1024 x768. Flatbed scanner: Canon LiDE Serie, at least 300dpi; recommended: 600dpi. Camera system: for
direct recording of the membrane strips in the incubation tray; only available from EUROIMMUN. Printer: standard commercial printer is

sufficient (for findings and protocols). Barcode scanner: Jarltech 2009
DS6707 for EUROASSAY slides.

for Westernblot templates, and Honeywell Xenon 1900 or Symbol
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EUROLineScan results printout (example)

LA co M2 RIB Hi NUDNA  PCNA
o o o

o
°m

Jo PM Scl 558 52554 sm RNP

N TEN W N W W Ny W W W WTWTWT ANA Profile 3
Antigen Intensity Class | o (+) + ++ 44
RNP/Sm 58|+ |

sm e e |

SS-A native (60 kDa) |+ |

Ro-52 (52 kDa) 20| + |

) o] + |momm

Scl-70 1 o |

PM-Scl100 2l o ||

Jo-1 1 o |

Centromere B ol o

PCNA ol o

dsDNA 4] o

Nucleosomes 3 o |

Histones 0] o

Ribosomal-P Protein 1 o |

AMA-M2 1 o |

Control 0| +++ | e

e TN e W TN TN VW 1 EBV Profile 2
Antigen Intensity Class | o (+) + ++ +++
VCA gp125 (125) 103 +++ | E—
VCA p19 (p19) e
EBNA1 EBN) e ]

522 (p22) s v+ | I

EA-D (EAD) 1 o

I9G (G) 69| ++ |I—

IgM (M)

Control (Ko) 147 +++

i | [ i il i i | | | Atopy Profile
G o Emam mm— 1A EET mm—
Antigen Intensity | Class [01 2 3 4 5 6
Tree mix 2 (ts20) 2 0 [] | | I |

Common ragweed (w1) 1o | |

Mugwort (w6) 1o | |

House dust mite mix 1 (ds1) 5] 4 DR

House dust (h1) 24| 3 [ | |

Cat (e1) 108| 5 [

Dog (€2) 4| 5 |

Cockroach, German (i6) o 0 | | | |

Mould mix 1 (ms1) 2| o ||| | |

Hop (u80) 1 0 I | |

Egg white (f1) 34| 4 [N

Cow's milk (f2) 11| 2 [EH | |

Peanut (f13) 0] 3 [

Soybean (f14) ol o || |

Beef (27) 4] 2 [

Mutton/ Lamb (f88) 12| 2 | |

Sea fish mix 1 (fs33) 28| 3 |

Fresh water fish mix 1 (fs34) 31| 4 |

Shrimp/ Prawn (24) so| 5 |

Crab (f23) 12] 2 [ |

CCD marker (CCD) o o || |

Band Band information

Tree mix 2 Contains Elm, Willow, Poplar

House dust mite mix 1 Contains Dermatophagoides pter., Dermatophagoides farinae

Mould mix 1 Contains Penicillium notatum, Cladosporium herbarum, Aspergillus fumigatus, Alternaria alternata
Sea fish mix 1 Contains Codfish, Lobster, Scallop

Fresh water fish mix 1 Contains Salmon, Perch, Carp
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Autoantibody diagnostics

Infection diagnostics

Allergy diagnostics

Product

ANA Profiles (Mi-2a, Mi-23, Ku, nRNP/Sm, Sm, SS-A, Ro-52, SS-B, Scl-70, PM-Scl100,
PM-Scl75, Jo-1, CENP A, CENP B, PCNA, RP11, RP155, gp210, Sp100, PML, dsDNA, nucleoso-
mes, histones, rib. P proteins, AMA-M2, RNP70, RNPA, RNPC, DFS70, Ha, Ks, Zo)

Myositis Profiles (Mi-2a, Mi-2@, TIF1y, MDA5, NXP2, SAE1, Ku, PM-Scl100, PM-Scl75, Jo-1, SRP,

PL-7, PL-12, EJ, OJ, Ro-52, cN-1A, HMGCR, Ha, Ks, Zo)

Systemic Sclerosis (Nucleoli) Profiles (Scl-70, CENP A, CENP B, RP11, RP155, fibrillarin, NOR-90,
NVL, Th/To, PM-Scl100, PM-Scl75, Ku, PDGFR, Ro-52)

Myeloperoxidase (MPO), proteinase 3 (PR3), glomerular basement membrane (GBM)

Liver Profiles (AMA-M2, M2-3E (BPO), Sp100, PML, gp210, LKM-1, LC-1, SLA/LP, SS-A, Ro-52,
Scl-70, CENP A, CENP B, PGDH)

Gastrointestinal profiles IgA (endomysium, gliadin-analogue fusion peptide (GAF-3X),
mannan (ASCA))

Gastrointestinal profiles IgG (endomysium, GAF-3X, PCA, intrinsic factor, ASCA)
AMA Profile IgGM (AMA-M2, M2-3E, M4, M9)
Ganglioside Profiles (GM1, GM2, GM3, GD1a, GD1b, GT1b, GQ1b)

Neuronal Antigens Profiles (amphiphysin, CV2, PNMA2 (Ma2/Ta), Ri, Yo, Hu, recoverin, SOX1,
titin, Zic4, GADG65, Tr (DNER))

Coeliac Disease Profile

Bordetella pertussis

Borrelia-RN-AT (suitable for serum and CSF)
Borrelia-RN-AT-adyv (suitable for serum and CSF)
Borrelia afzelii

Borrelia afzelii plus recombinant VISE

Borrelia burgdorferi

Borrelia garinii

Chlamydia, human pathogen (HP)

Cytomegaly virus

Echinococcus

EBV Profile 2 (VCA gp125, VCA p19, EBNA-1, p22, EA-D)
Hantavirus Profile 1

Hepatitis E virus (HEV)

Helicobacter pylori

Herpes simplex virus 1 (HSV-1) plus HSV-2 type-specific gG2
Parvovirus B19

Rubella virus

SARS-CoV-2

TO.R.C.H. Profile, T.0.R.C.H. 10

Toxocara

Treponema pallidum

Treponema pallidum

Treponema pallidum plus cardiolipin
Treponema pallidum

Yersinia enterocolitica

Yersinia enterocolitica

Veterinary diagnostics: Borrelia, dog and horse
Veterinary diagnostics: Tick-Borne Profile, dog and horse
Inhalation?

Foods?

Atopy, pediatrics?

Insect venoms

DPA-Dx?® Pollen?

DPA-Dx Pediatrics

DPA-Dx Milk 1

DPA-Dx Peanut 1

DPA-Dx Insect venoms?

EUROLINE (EL), EUROLINE WB (EL-WB), Westernblot (WB), EUROASSAY (EA)

.g = using
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<@ = visual

_ﬁ = using flatbed scanner
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Test

EL

EL

EL
EL

EL

EL

EL
EL
EL

EL

EL
EL
EL
EL

EL-WB
WB
WB
EL-WB
EL
EL-WB
EL

EL

EL
EL-WB
EL-WB
EL

WB

EL

EL

WB

EL

WB
EL-WB
EL

EL

WB

EL

EL

EL

EL

EL

EL

EL

EL

EL

EL

EL

Order no.

DL 1590-X G

DL 1530-X G

DL 15632-X G
DL 1200-X G

DL 1300-X G

DL 1360 A

DL 1360 G
DL 1620-1 O
DL 1130-X G, M

DL 1111-X G

DL 1910 A, G
DN 2050 A, G
DN 2131 G, M
DN 2131-2 M
DY 2131 G, M
DY 2131-1 G, M
DY 2132 G, M
DY 2134 G, M
DY 2190-1 A, G
DN 2570 G, M
DY 2321-1G
DN 2790-2 G, M
DN 278h-1 G, M
DN 2525 A, G, M
DY 2080-1 A, G
DY 2531-1 G, M
DN 2580 G, M
DY 2590 G

DN 2606-1 G
DN 2410-4 G, M
DY 2311 G

DN 2111 G, M
DY 2111 G, M
DY 2111-1 G, M
DN 2173 A, G
DN 2173 A, G
DY 2173 A, G

DN 2136 GC, MC, GE
DN 2136-11 GC, GE

DP 31XX E
DP 34XX E
DP 37XX E
DP 3720 E
DP 321X-1 E
DP 3812-X E
DP 3510-1 E
DP 3511-1 E
DP 385X-X E

" under development
2including region-specific profiles

% defined partial allergen diagnostics
4 no digitalization
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EUROLINE Inhalation Animals (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST IG CLASS SUBSTRATE FORMAT

DP 3130-1601E | Inhalation allergens IgE Teststrpsicoatedwithy| | , () (1)
allergens

Indication: The EUROLINE test kit enables the detection of specific IgE to support the diagnosis of sen-
sitisations leading to allergy-associated symptoms, e.g. conjunctivitis, rhinitis or gastrointestinal prob-
lems.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with samples in the first reaction step. If samples contain specific
antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound antibod-
ies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme conjugate)
catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens .
el e2, 3, 66, 71, 673 e82. e84 es7, es173, CCD 16 strips
2. Enzyme conjugate
Alkaline phosphatase-labelled anti-human-IgE (mouse), 1 x 30 ml
ready for use
e 1xa00m
4. Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3- 1 x 30 ml
indolylphosphate (NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 ul) 2 x 10 channels | TRAY |
6. Instruction booklet 1 booklet
Lot description c € A Storage temperature
In vitro diagnostic medical device % Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test

kits. They are available from EUROIMMUN under the following order numbers:

- ZD 9897-20030, ZD 9897-20030-1 Incubation tray (volume-reduced 400 ul) with 30 channels (black,
compatible with EUROBIlotMaster and EUROBIotCamera System)

- ZD 9897-12044, ZD 9897-12044-1 Incubation tray (volume-reduced 400 pul) with 44 channels (black,
compatible with EUROBIotOne, EUROBIotMaster and EUROBIotCamera System)

- ZD 9895-20030, ZD 9895-20030-1 Incubation tray (volume 1 ml) with 30 channels (black, compatible
with EUROBIotMaster and EUROBIotCamera System)

- ZD 9898-3044, ZD 9898-3044-1 Incubation tray (volume 1 ml) with 44 channels (black, compatible
with EUROBIotOne, EUROBIotMaster and EUROBIotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you

require green paper and adhesive foil:

- ZD 9880-0101 Green paper (1 sheet)

- ZD 9885-0116 Adhesive foil for approx. 16 test strips

- ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Updates with respect to the previous version are marked in grey.
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Warnings and precautions

e Do not use the test kit if the packaging of the reagents is damaged.

o Before using the product, read the instructions for use carefully. Only use the valid version provided
with the product.

¢ EUROIMMUN reagents must not be mixed with or replaced by reagents from other manufacturers.

e Observe Good Laboratory Practice (GLP) and safety guidelines. Some of the reagents contain pre-
servatives in non-declarable concentrations. Avoid eye and skin contact with samples and reagents.
In case of eye or skin contact, rinse thoroughly with water. Remove and wash contaminated cloth-
ing. In case of ingestion, obtain medical advice.

Preparation and stability of the reagents

Note: This test kit may only be used by trained personnel. Test strips and incubation trays are intended
for single use. All reagents must be brought to room temperature (+18°C to +25°C) before use. Uno-
pened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After initial open-
ing, reagents are stable for 12 months or until the expiry date, unless stated otherwise below. Opened
reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working-strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special mem-
brane used for the present EUROLINE the working-strength universal buffer is used for the
dilution of samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml buffer
concentrate should be diluted with 18.0 ml water. The working-strength universal buffer should be
used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light.

Storage and stability: The test kit must be stored at a temperature between +2°C and +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Samples and incubated test strips should be handled as infectious waste.
Other reagents do not need to be collected separately, unless stated otherwise in official regulations.

Quality control

A suitable serum or plasma sample may be used for internal quality control. It is imperative to ensure
compliance with national requirements. Participation in external quality controls, such as quality assess-
ment programs, is recommended. Due to possible differences in individual test conditions, a deviation of
the test result by +/- 1 EAST class is within the limits of test accuracy.
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Preparation and stability of the samples

Sample material: Human serum or EDTA, heparin or citrate plasma.

Notes

e The use of products approved for the collection, storage and transport of serological samples ensures
a sample quantity and quality suitable for the performance of the test.

o All preanalytical procedures must be performed according to the instructions of the manufacturers of
the sample collection systems and to standard regulations, e.g. of the Clinical Laboratory Standards
Institute (CLSI). Procedures for the Handling and Processing of Blood Specimens for Common La-
boratory Tests; Approved Guideline, 4™ edition.

Stability: Samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:
Version a: The samples to be investigated are used undiluted.

Version b: Dilute 175 pl sample with 250 pl working-strength universal buffer and mix thoroughly by vor-
texing. The final volume should be 425 pl.

Version c: Dilute 100 pl sample with 1.0 ml working-strength universal buffer and mix thoroughly by vor-
texing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working-strength universal buffer and incubate the test
strips for 5 minutes at room temperature (+18°C to +25°C) on a rocking
shaker (20 to 50 rpm). Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1%t step) Version a (time-optimised): Fill each channel of the volume-reduced incuba-
tion tray with 400 ul of undiluted sample and incubate for 60 minutes at
room temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pl of diluted sample (175 pl sample + 250 pl work-
ing-strength universal buffer) and incubate for 2 h at room temperature
(+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Version ¢ (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12to 24 h) on a rocking shaker (20 to
50 rpm) at room temperature (+18°C to +25°C). The use of incubation trays
with capacities of 1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:
Version b _(volume-/time-optimised): The incubation volume must be in-
creased to 510 pl (210 pl sample + 300 ul working-strength universal buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample and incu-
bation overnight, the incubation volume must be increased to 1.65 ml (150 pl
sample + 1.5 ml working-strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with

1.0 ml working-strength universal buffer on a rocking shaker (20 to 50 rpm).

Automatic:
In version ¢ with 1:11 diluted sample and incubation overnight, a volume of
1800 pl must be used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated anti-
(2" step) human IgE) into each channel and incubate for 60 minutes at room tempera-
ture (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml substrate solution into each channel. Incubate for 10 minutes
(3" step) at room temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.

Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.

For automated incubation with the EUROBIlotMaster select the program Euroll Allerg ELG60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg 16h (version c).

For automated incubation with the EUROBIotOne select the program EURO 11 Allergy ELG60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).



Medizinische

EUROIMMUN Labordiagnostika m

AG

EUROLINE Inhalation Animals (IgE)

Short protocol for manual test performance

Pre-treatment

m Insert test strip in an incubation channel
m  Add 1.0ml working-strength universal buffer by pipetting

@ 5min @ Rocking shaker

1. Sample incubation - three possible incubation options

® Remove liquid by aspiration or tilting
m Pipette samples into the tray channels, depending on the selected incubation option
(ZD 9897, for option ¢ also ZD 9895 or ZD 9898)

a) Time-optimised b) Time-optimised/ ¢) Volume-reduced

option volume-reduced option option
400 pl sample 250 pl working-strength 1000ul working-strength
universal buffer universal buffer
175l sample 100yl sample

400 pl total volume 425l total volume 1100l total volume

. Rocking Rocking Rocking

@ 60min @ shaker @ 2h @ shaker @ 12_24h@ shaker
Washing

® Remove liquid by aspiration or tilting
m Wash test strips 3 x Smin with 1.0 ml working-strength universal buffer each

2. Conjugate

m Remove liquid by aspiration or tilting
m Pipette 1.0ml enzyme conjugate into the incubation channels containing the test strips

@ 60min @ Rocking shaker

Washing

m  Remove liquid by aspiration or tilting
m Wash test strips 3 x 5min with 1.0 ml working-strength universal buffer each

3. Substrate incubation

m  Remove liquid by aspiration or tilting
m Pipette 1.0 ml substrate solution into the incubation channels containing the test strips

@ 10min @ Rocking shaker

Stopping
m Remove liquid by aspiration or tilting
m  Wash test strips 3 x 1min with deionised or distilled water

Evaluation
m Fix test strips on the protocol
m Airdry
m Evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLIneScan user manual. The code for entering
the test into EUROLIneScan is Inhalation Animals_V2.

A staining of the indicator band confirms the correct use of all reagents included in the test kit. The test is
considered to be valid if the evaluation of the indicator yields a result of at least EAST class 3. Values
smaller than three are considered as invalid. In this case, the incubation should be repeated with fresh
reagents.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades identi-
cal to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:

Class Concentration [kU/l] |Result

0 <0.35 No specific antibodies detected.

1 0.35<sIgE < 0.7 Very_ _Iow_ an_tlbody titer, frequently no clinical symptoms where
sensitisation is present.

5 0.7 < sIgE < 3.5 Low antlbo_dy titer, existing sensitisation, frequently with clinical
symptoms in the upper range of class.

3 3.5<slgE<17.5 Significant antibody titer, clinical symptoms usually present.

4 17.5 < slgE < 50.0 High antibody titer, almost always with clinical symptoms.

5 50.0 < slgE < 100.0 Very high antibody titer.

6 =100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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The test strips include the following allergens:

Position Allergen code | Allergen name
! 1 el Cat
E 2 e2 Dog
3 e3 Horse
e 4 €6 Guinea pig
5 e7l Mouse
. 6 e73 Rat epithelia
osiTs 7 €82 Rabbit
8 e84 Hamster
9 es’ Animal hair mix 5
10 esl73 Cage bird mix 3
11 CCD CCD marker
12 Ind Indicator band

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Conjugate specificity: The enzyme conjugate (alkaline phosphatase-labelled anti-human IgE (mouse))
does not show any measurable cross-reactivity for human IgA, IgD, 1gG and IgM antibodies.

Cross-reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross-reactions may occur. The specific IgE antibodies that have developed in a pa-
tient also attach to identical epitopes of homologous protein allergens.

Examples for cross-reactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, garlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, Kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, Kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml haemoglobin,
20 mg/ml triglycerides and 0.4 mg/ml bilirubin showed no effect on the analytical results of the present
EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characteristic samples in several test runs over several days. The intra-assay variation was determined
by multiple analyses of characteristic samples in one test run. In every case, the intensity of the bands
was within the specified range. This EUROLINE displays excellent inter- and intra-assay reproducibility.
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Sensitivity and specificity: The sensitivity of the EUROLINE with respect to the ImmunoCAP system is
90% for timothy grass (g6), 90% for birch (t3), 83% for Dermatophagoides pteronyssinus (d1), 84% for
Dermatophagoides farinae (d2), 98% for cat (el) and 82% for horse (e3).

The specificity of the EUROLINE with respect to the ImmunoCAP system is 100% for timothy grass (g6),
92% for birch (t3), 100% for Dermatophagoides pteronyssinus (d1), 86% for Dermatophagoides farinae
(d2), 91% for cat (el) and 100% for horse (e3).

Timothy grass (g6) EUROLINE Birch (t3) EUROLINE
n=94 pos. | neg. n =97 pos. | neg.
pos. 64 7 pos. 55 6
ImmunoCAP neg. 0 23 ImmunoCAP neg. 3 33
Dermatoph. pt. (d1) EUROLINE Dermatoph. far. (d2) EUROLINE
n=44 pos. | neg. n =45 pos. | neg.
pos. 25 5 pos. 26 5
ImmunoCAP neg. 0 14 ImmunoCAP neg. 2 12
Cat (el) EUROLINE Horse (e3) EUROLINE
n=74 pos. | neg. n=34 pos. | neg.
pos. 50 1 pos. 9 2
ImmunoCAP neg. 2 21 ImmunoCAP neg. 0 23

Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and
reproducible results. In any case, the final diagnosis should not be solely based on one method of inves-
tigation. A well-founded anamnesis and further laboratory findings should always be taken into account.
Skin test as well as provocation test (if possible) are mandatory to receive the entire information needed
for an optimal decision regarding the specific immunotherapy that should be applied. The clinical picture
is not always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process, which cannot be exactly recapitulated by in vitro diag-
nostics. Allergens bind to various degrees to the solid phase; which can influence the test results.
For this reason, results obtained with different test systems cannot be easily compared. Due to the lack
of an international standard, both for the allergens and the antibodies detected with these test systems,
the results may show a high degree of variability. It can therefore not be ruled out that results obtained
with different test systems deviate from each other.
Identical results in different patients are not necessarily associated with the same clinical manifestation.
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Clinical significance

The term “allergy” was defined in 1906 by the Austrian paediatrician Clemens von Pirquet to mean the
body’s increased ability to react to a foreign substance. Today “allergy” means an oversensitivity to for-
eign substances which are normally harmless. Alongside any genetic predisposition, numerous non-
genetic factors also play a role, such as exposure to the allergen, nutritional condition, existing chronic
diseases and acute viral infections. Atopy is a hereditary disposition to developing allergic reactions such
as allergic asthma, rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE antibodies
are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate-type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).

A food allergy is an IgE-mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity of proteins which are pre-
sent in both the food as well as in the corresponding inhalation allergens of plant origin. For example, pa-
tients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazelnut, potato or
Kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific 1IgG antibody concentration in the course of treatment. However, this does not always correlate
with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these carbohy-
drate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are
present in many plant and animal allergens. Due to their significant similarity in structure, CCDs are
known to cause a strong cross-reactivity. Although the importance of specific IgE antibodies against
CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in most
cases and as such complicate the interpretation of positive in vitro diagnostic results. For this reason, the
determination of specific IgE antibodies against CCDs may provide useful additional information,
especially when positive IgE results disagree with the clinical picture, and can serve as an interpretation
aid in the evaluation of overall test results.
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Liability

The test kit, including original accessories, must only be used in accordance with the intended use.
EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.
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Anti-Borrelia EUROLINE-RN-AT (IgG)
Test instruction

ANTIBODIES
ORDER NO. AGAINST IG CLASS SUBSTRATE FORMAT
DN 2131-3201 G 32 x 01 (32)
DN 2131-5001 G Borrelia antigens IgG Ag-coated immunoblot strips 50 x 01 (50)
DN 2131-24001 G 240 x 01 (240)

Indications: The EUROLINE test kit provides qualitative in vitro determination of human antibodies of
the immunoglobulin class IgG to the Borrelia antigens in serum or plasma to support the diagnosis of
lyme disease. Associated diseases: erythema migrans, lymphadenosis cutis benigna, acrodermatitis
chronica atrophicans, arthritis, carditis, lymphocytic meningoradiculoneuritis, neuroborreliosis.

Principles of the test: The test kit contains test strips coated with purified antigens. In the first reaction
step, the immunoblot strips are incubated with diluted patient samples. In the case of positive samples,
the specific IgG antibodies (also IgA and IgM) will bind to the corresponding antigenic site. To detect the
bound antibodies, a second incubation is carried out using an enzyme-labelled anti-human 1gG (enzyme
conjugate) catalysing a colour reaction.

The format DN 2131-5001 G belongs to the Immunoblot-PreQ system. The test strips are already placed
into the incubation trays (EUROTrays).

Contents of the test kit (DN 2131-#### G):

Component 3201 24001 5001 Symbol
1. Test strips coated with the antigens
p18, p19, p20, p21, p58, OspC (p25), p39, 2x16 15x 16 5 x 10 strips in
p83, p41, LBb, LBa, VISE Bg, VISE Bb and strips strips EUROTrays
VISE Ba

2. Positive control
(IgG, human), 50x concentrate

2x0.04ml| 5x0.04 ml 3x0.1ml [POS CONTROL 50x|

3. Enzyme conjugate
Alkaline phosphatase-labelled anti-human 2x3ml 16 x 3 ml [CONJUGATE 10¥
IgG (goat), 10x concentrate

4. Enzyme conjugate

Alkaline phosphatase-labelled anti-human - 3x30ml
IgG (goat), ready for use
5. Universal buffer 1x100ml | 8x100ml | 1x 100 ml

10x concentrate

6. Substrate solution

Nitroblue tetrazolium chloride/5-Bromo-4-
chloro-3-indolylphosphate (NBT/BCIP), 2x30mi 8 x50 ml Bx30ml SUBSTRATE

ready for use

7. Test instruction 1 booklet 1 booklet 1 booklet ---

Lot description c € I Storage temperature
IVD| In vitro diagnostic medical device w Unopened usable until

The following components are not provided in the test kits but can be ordered at EUROIMMUN under the
respective order numbers.

Performance of the test requires an incubation tray:

ZD 9895-20030-1 Incubation tray with 30 channels (200 trays)

ZD 9898-3044-1 Incubation tray with 44 channels (black, for the EUROBIotOne and
EUROBIotCamera system, 30 trays).

If using Immunoblot-PreQ (DN 2131-5001 G), no additional incubation tray is needed.

For evaluation of the incubated test strips, the current version of the EUROLineScan software provided
by EUROIMMUN is recommended.

Updates with respect to the previous version are marked in grey.
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For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan
green paper and adhesive foil are required:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips.

If a visual evaluation is to be performed in individual cases, the required evaluation protocol can be
ordered under:

ZD 2131-0101 G Visual evaluation protocol Anti-Borrelia EUROLINE-RN-AT (I1gG).

If using Immunoblot-PreQ (DN 2131-5001 G) the strips should stay in the EUROTrays during evaluation.
For the evaluation we generally recommend using a EUROIMMUN camera system connected to
EUROLIneScan software. Strips need to be dry before starting the evaluation.

Preparation and stability of the reagents

Note: This test kit may only be used by trained personnel. Test strips and incubation trays are intended
for single use®. All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 min-
utes before use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to
+8°C. After initial opening, reagents are stable for 12 months or until the expiry date, unless stated
otherwise in the instructions. Opened reagents must also be stored at +2°C to +8°C and protected from
contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips/immunoblot-PreQ, the package should be sealed tightly and stored at +2°C to +8°C.

- Positive control: The control is a 50x concentrate. For the preparation of the working-strength
control the amount required should be removed from the bottle using a clean pipette tip and diluted
1:51 with working-strength diluted universal buffer. Example: add 30 pl of control to 1.5 ml of working-
strength diluted universal buffer and mix thoroughly. The working-strength diluted control should be
used at the same working day.

- Enzyme conjugate: The enzyme conjugate is supplied as a 10x concentrate. For the preparation of
the working-strength enzyme conjugate the amount required should be removed from the bottle using
a clean pipette tip and diluted 1:10 with the working-strength diluted universal buffer. Example: For
1 test strip dilute 0.15 ml anti-human 1gG concentrate with 1.35 ml working-strength diluted universal
buffer. The working-strength diluted enzyme conjugate should be used on the same working day.

- Enzyme conjugate: ready for use.
Note: only for DN 2131-5001 G!

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working-strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette tip and diluted 1:10 with deionised or distilled water. Example: for 1 test
strip add 1.5 ml universal buffer (10x concentrate) to 13.5 ml deionised or distilled water. The working-
strength diluted universal buffer should be used at the same working day.

Substrate solution: Ready for use. Close the bottle immediately after use, as the contents are
sensitive to light.

Storage and stability: The test kit must be stored at a temperature between +2°C and +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples, controls and incubated test strips should be handled as infectious
waste. Other reagents do not need to be collected separately, unless stated otherwise in official
regulations.

Warning: The control of human origin has tested negative for HBsAg, anti HCV, anti-HIV-1 and
anti-HIV-2. Nonetheless all materials should be treated as being a potential infection hazard and should
be handled with care. Some of the reagents contain sodium azide in a non-declarable concentration.
Avoid skin contact.
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Preparation and stability of the patient samples
Samples: Human serum or EDTA, heparin or citrate plasma.

Additionally, there are methods for the investigation of CSF/serum pairs which are validated for
the Anti-Borrelia EUROLINE-RN-AT.

For this, please request the test instructions DN_2131LG_A_ UK _ZXX or DN_2131LM_A_UK_ZXX,
respectively.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution: The patient samples for analysis are diluted 1:51 with working-strength diluted
universal buffer using a clean pipette tip. For example, add 30 ul of sample to 1.5 ml working-strength
diluted universal buffer and mix well by vortexing. Sample pipettes are not suitable for mixing.

Incubation

If using Immunoblot-PreQ (DN 2131-5001 G), manual incubation is not possible. Please see options
below.

Blocking: Fill the channels of the incubation tray according to the number of serum
samples to be tested with 1.5 ml working-strength diluted universal buffer each.
Remove the required amount of test strips from the packaging using a pair of
tweezers and place them one by one in the channels containing the buffer
(Make sure that the surface of the test strips is not damaged!). The number on
the test strip should be visible.
Use of Immunoblot-PreQ: Set up the required incubation trays according to the
work protocol and insert into the incubation device.
Incubate for 15 minutes at room temperature (+18°C to +25°C) on a rocking
shaker. Afterwards aspirate off all the liquid.

Sample incubation: Fill each channel with 1.5 ml of the diluted serum samples using a clean pipette
(1% step) tip.
Incubate for 30 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.
Wash: Aspirate off the liquid from each channel and wash 3 x 5 minutes each with

1.5 ml working-strength universal buffer on a rocking shaker.

Conjugate incubation: Pipette 1.5 ml diluted enzyme conjugate (alkaline phosphatase-conjugated anti-

(2" step) human IgG) into each channel.
Incubate for 30 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Wash: Aspirate off the liquid from each channel. Wash as described above.

Substrate incubation: Pipette 1.5 ml substrate solution into the channels of the incubation tray.

(3" step) Incubate for 10 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Stop: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute with

deionised or distilled water.

Evaluate: Place test strip on the evaluation protocol, air dry and evaluate.
Immunoblot-PreQ: The evaluation of the test strips is realised exclusively via
the EUROIMMUN camera systems.

For automated incubation with the EUROBIlotMaster select the program Euro02 Inf WB30.
For automated incubation with the EUROBIotOne select the program Euro01/02.

For automated incubation of Immunoblot-PreQ with the EUROBIlotOne see instruction manual
EUROBIotOne (YG_0153 A UK_CXX).
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Anti-Borrelia EUROLINE-RN-AT (IgG)

Incubation protocol

Blocking
(Manual incubation)

Pipette 1.5 ml working strength universal buffer into the
incubation channel and insert test strip

1. Step: Sample incubation

Aspirate off, pipette 1.5 ml of diluted serum sample (1:51) into the
incubation channel

Wash

Aspirate off, wash 3 x 5 min with 1.5 ml working-strength
universal buffer each

2. Step: Conjugate incubation

Aspirate off, pipette 1.5 ml working-strength enzyme conjugate
into the incubation channel

Wash

Aspirate off, wash 3 x 5 min with 1.5 ml working-strength
universal buffer each

3. Step: Substrate incubation

Aspirate off, pipette 1.5 ml substrate into the incubation channel

l Shake

Stopping

Aspirate off, rinse three times with 1.5 ml distilled water

Evaluation
EUROLineScan (digital)
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Evaluation and interpretation of the results obtained by the
Anti-Borrelia EUROLINE-RN-AT (IgG)

Handling: For the evaluation of incubated test strips we generally recommend using the
EUROLineScan software. After stopping the reaction using deionised or distilled water, place the
incubated test strips onto the adhesive foil of the green work protocol using a pair of tweezers. The
position of the test strips can be corrected while they are wet. As soon as all test strips have been placed
onto the protocol, they should be pressed hard using filter paper and left to air-dry. After they have dried,
the test strips will be stuck to the adhesive foil. The dry test strips(with the membrane chips containing
the lipids showing a bright background) are then scanned using a flatbed scanner (EUROIMMUN) and
evaluated with EUROLiIneScan. Alternatively, imaging and evaluation are possible directly from the
incubation trays (EUROBIotCamera and EUROBIotOne). For general information about the
EUROLineScan program please refer to the EUROLineScan user manual (EUROIMMUN document no.
YG_0006_A UK _CXX). The code for entering the test into EUROLineScan is BorrEL_IgG. For
evaluation of the incubated test strips, the current version of the EUROLIneScan software provided by
EUROIMMUN is recommended.

If a visual evaluation must be performed, place the incubated test strips onto the respective work
protocol for visual evaluation. This protocol is available at EUROIMMUN under the order no.
ZD 2131-0101 G.

If using Immunoblot-PreQ (DN 2131-5001 G), the strips should stay in the EUROTrays during
evaluation. For the evaluation we generally recommend using a EUROIMMUN camera system
connected to EUROLIineScan software. Strips need to be dry before starting the evaluation.

Note: A correctly performed test for class IgG antibodies against Borrelia antigens is indicated by a
positive reaction of the control band and the IgG band. If one of these bands shows a very weak reaction
or none at all, the result must not be used for evaluation.

Antigens and their arrangement on the strips: ]
VISEBa [
Antigens |
VISE Ba, VISE Bb and VISE Bg: VISE Bb —
Highly purified recombinant VISE antigens from Borrelia afzelii (Ba), Borrelia |
burgdorferi sensu stricto (Bb) and Borrelia garinii (Bg). VISE Bg |
Lipid Ba and Lipid Bb: o —
Lipids from Borrelia afzelii (Ba) or Borrelia burgdorferi sensu stricto (Bb) Lipid Ba
extracted from the membrane fraction. Antibodies against lipids from Borrelia o —
frequently occur during the late phase of infection. Lipid Bb ]
p83: p83 —
Purified recombinant protein p83 from Borrelia burgdorferi sensu stricto. —
Antibodies against p83 frequently occur in the late phase of infection. p4l ]
39 |
p4l and p39: P L
Purified recombinant flagellin (p41) and BmpA (p39) from Borrelia afzelii. |
OspC —
OspC: ]
Highly specific recombinant dimeric OspC advanced mixture (p25) from Borrelia p58 —
afzelii, Borrelia burgdorferi sensu stricto and Borrelia garinii. o1 |
p -
p58, p21, p20, p19, pi8: -
Recombinant highly specific antigens from Borrelia burgdorferi sensu stricto p20 ]
purified by affinity chromatography. p19 —
pl8
Control bands: —]
lgG —
IgG or IgM IgM —
Control: Incubation control indicating a correctly performed incubation. Control ]
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Antibodies of class IgG against Borrelia burgdorferi sensu lato

Comparison studies carried out by EUROIMMUN showed that the VISE antigens of Borrelia afzelii,
B. burgdorferi and B. garinii provide the highest sensitivity of all VISE antigens for the detection of
antibodies of class IgG. The use of these highly specific and highly sensitive antigens allows quick and
precise visual evaluation of the Anti-Borrelia EUROLINE-RN-AT test strips.

Quick evaluation IgG:

Antigen band VIsSE Ba or VISE Antibody result IgG
Bb or VISE Bg positive positive

\ 4

The IgG antibody response against VISE may be negative or borderline in the early stages of a Borrelia
infection and occasionally also in later stages. In these cases the evaluation should be performed
according to the following scheme:

Reference evaluation IgG:

Specific antigen bands:
_ p18, p19, p20, p21, p58, OspC (p25), p39, p83, Lipid Bb,
Antibody result Lipid Ba
2 0or more bands 1 band positive no band
positive
VISE Ba antigen band . . .
positive positive positive positive
or
antigen band
VISE Bb bo?derline positive positive negative
or ,
antigen band
VISE Bg negative positive negative negative

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.

Test characteristics
Measurement range: The EUROLINE is a qualitative method. No measurement range is provided.

Inter- and intra-assay variation: The inter-assay variation and intra-assay variation were determined by
multiple analyses of characteristic samples in several test runs over several days. In every case, the
intensity of the bands was within the specified range. This EUROLINE displays excellent inter- and intra-
assay reproducibility.

Interference: Haemolytic, lipaemic and icteric sera up to concentrations of 5 mg/ml for haemoglobin,
20 mg/ml triglycerides and 0.4 mg/ml bilirubin showed no effect on the analytical results of the present
EUROLINE.
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Sensitivity and specificity of the antigens used: The Anti-Borrelia EUROLINE-RN-AT provides a
comprehensive range of diagnostically relevant Borrelia antigens in a user-friendly line blot format. In
addition to the most important serological early phase markers OspC and VISE of different genospecies,
the test contains highly specific p39 (BmpA) and the late phase marker p83. The test also contains
immunogenic lipids which were extracted in their native form from Borrelia and printed as lines onto
membranes. Antibodies against lipid antigens occur primarily in the late stage of infection. Furthermore,
five immunoreactive recombinant antigens (p58, p21, p20, p19 and p18) with a high specificity for the
detection of anti-Borrelia antibodies were produced by means of bioinformatic analysis of the Borrelia
genome and molecular designing. These antigens also contribute significantly to the increase in the
sensitivity of the Anti-Borrelia EUROLINE-RN-AT.

The performance characteristics of the Anti-Borrelia EUROLINE-RN-AT were determined by comparing
the results with those of a CE-notified Westernblot using electrophoretically separated Borrelia whole
extract and recombinant VISE (EUROLINE-WB Borrelia, EUROIMMUN AG). The following panels were
investigated: sera from patients with clinically characterised borreliosis (n = 274), sera from suspected
borreliosis cases (n =198), sera from healthy blood donors and pregnant women (n =117, origin
Germany) and sera from patients with other infections (n = 28).

Correlation of the Anti-Borrelia EUROLINE-RN-AT and a CE-certified Westernblot using Borrelia whole
extract and recombinant VISE (EUROLINE-WB Borrelia, EUROIMMUN AG). Determination of 1gG class
antibodies:

CE-notified
N =617 reference test
positive negative
Anti-Borrelia positive 300 2
EUROLINE-RN-AT negative 39 276

In comparison with the reference test, the Anti-Borrelia EUROLINE-RN-AT achieved a sensitivity of
88.5% at a specificity of 99.2% and a positive predictive value of 99.3%.

The investigated sera were classified into positive and negative samples using the reference test. In a
ROC (receiver operating characteristic) analysis the specificity values obtained for the individual anti-
gens used in the Anti-Borrelia EUROLINE-RN-AT ranged from 95.3 to 100%. The sensitivity of the
individual antigens was between 7.1 and 88.5%. It can clearly be seen that the VISE antigens, expressed
in vivo, represent the main antigens of Borrelia. Among this group, VISE from Borrelia burgdorferi stands
out through its very high sensitivity. The sensitivity of the new recombinant antigens (p58, p21, p20, p19
and p18) was in a range of 7.1 to 22.4%.
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Specificity and sensitivity of the individual antigens used in the Anti-Borrelia EUROLINE-RN-AT for the
determination of IgG antibodies calculated by ROC analysis (n = 617):

Antigen Sen(saz)ivity Spe(%z;city
VISE Ba 65.5 98.6
VISE Bb 88.5 98.6
VISE Bg 67.6 95.3
Lipid Ba 25.1 100
Lipid Bb 25.1 99.6
p83 53.7 95.3
p39 61.3 98.6
OspC 48.7 95.7
p58 20.7 97.5
p21 8.9 99.3
p20 7.1 100
p19 9.1 99.3
p18 22.4 99.3

(Intensity levels in accordance with the EUROLineScan program)

Prevalence: The prevalence of specific IgG antibodies was determined by investigating sera from
borreliosis patients with different clinical manifestations using the Anti-Borrelia EUROLINE-RN-AT (IgG)
(origin of sera and classification of samples by clinical symptoms: Laboratory MVZ Westmecklenburg
GbR, Schwerin, Germany, ADMED Microbiology, La Chaux-de-Fonds, Switzerland and ICHV Micro-
biology, Sion, Switzerland).

Prevalence
Clinically defined patients Quantity IgG
Erythema migrans 29 75.9%
Neuroborreliosis 42 85.7%
Arthritis 12 100%
Acrodermatitis 12 100%
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Cross reaction: The high analytical specificity of the test system is guaranteed by the quality of the
antigen substrates used (antigens and antigen sources). The cross reactivity of the antigens used in the
Anti-Borrelia EUROLINE-RN-AT was determined by comparing the results achieved with a panel of
patients with acute infections.

Prevalence (%)

Serum samples No lgG positive

Epstein-Barr virus (acute infection) and

Toxoplasma gondii (acute infection) 32 6.3

The prevalence of anti-Borrelia antibodies in healthy blood donor samples agrees with the values from
literature and does not differ significantly from data achieved with other control groups.

Clinical significance

Lyme disease is the most frequent tick-borne infectious disease in Europe and North America. The
pathogenic agent Borrelia burgdorferi sensu lato (s. I.) includes the human pathogenic species B. afzelii,
B. burgdorferi sensu stricto, B. garinii, B. spielmanii and B. bavariensis. In North America
B. burgdorferi s. s. is detected almost exclusively, while in Europe various members of the B. burgdorferi
s. |. complex are found. This results in a larger spectrum of clinical manifestations in Europe than in
North America.

B. burgdorferi s. I. belongs to the family of Spirochaetaceae, constituting gram-negative, spiral-shaped,
motile bacteria. The vectors are predominantly ticks (Ixodidae) at every development stage (larvae,
nymphs, adults). Following the bite, the ticks transmit the Borrelia bacteria during the blood meal. The
most important hosts for ticks are roe deer and red deer, while natural reservoirs for Borrelia are birds
and small mammals.

Lyme disease is divided into early and late stages (formerly stages I, Il, 1ll). The most frequent localised
manifestation is erythema migrans, a circular reddening around the site of the bite, which forms up to
weeks after the tick bite and can vary greatly in dimension, colour intensity and duration. The erythema
may be accompanied by flu-like generalised symptoms. Multiple erythema is observed rarely in Europe
and more frequently in America. Especially in children Borrelia lymphocytoma is typically observed on
the earlobes, nipples or genital region, and is usually caused by B. afzelii.

The most frequent disseminated early manifestation is neuroborreliosis, in particular lymphocytic
meningoradiculitis (Bannwarth syndrome). Lyme carditis and various forms of ophthalmoborreliosis
are rarer.

The most frequent late manifestations are Lyme arthritis and acrodermatitis chronica athrophicans
(ACA). Lyme arthritis affects mainly the large joints. Spontaneous remission is frequent, progression to
the chronic stage rare. The complete picture of ACA encompasses perivascular plasma cell-rich
inflammatory infiltrates in all skin layers, as well as epidermal and connective tissue atrophy. ACA is
virtually only observed in Europe. Chronic progressive Borrelia encephalomyelitis with para- and
tetraparesis is very rare.

New infections occur mainly in early summer to autumn. The prevalence of specific antibodies against
Borrelia in the German population amounts to between 5 and 25% depending on age, place of residence
and exposure. The majority of infections proceed subclinically. The incidence of Lyme disease in Europe
ranges from under 1 per 100,000 inhabitants (e.g. Portugal, Ireland), to 69 (South Sweden [1]), 111
(Germany, around Wirzburg) or over 300 (Slovenia). The incidence in the USA for 2016 was reported as
8.1 cases per 100,000 inhabitants on average [2].
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The detection of specific antibodies supports diagnosis in all stages of infection. The immune response
in Lyme disease does not always follow the same pattern. In erythema migrans, especially of short
duration, a measurable antibody titer may not be present. Moreover, in re-infections there is often no IgM
response. In typical cases an IgM response occurs 3 weeks after infection, followed by an IgG response
from around the 6" week. IgG and IgM antibodies can persist after a previous infection, either one that
was treated or has spontaneously healed. Together with the clinical picture, the indications of an early
acute infection are positive IgM antibody detection, a significant increase in antibodies within a few
weeks and seroconversion of IgM to IgG. It is expedient to determine the serological baseline status
immediately after a tick bite and then monitor the Borrelia antibodies in the ensuing weeks.

Pathogen detection in patient samples by microscopy or culture does not play a major role in the
diagnostics of Lyme disease. PCR is used to detect Borrelia DNA in joint aspirates in suspected cases of
Lyme arthritis and in skin in cases of ambiguous manifestation. The investigation of ticks for Borrelia by
PCR is not recommended, since this does not allow an infection in the patient to be reliably confirmed or
excluded.

The serological diagnosis of Lyme disease is performed in two steps. In the first step a screening test
(ELISA or comparable method, also indirect immunofluorescence) with high sensitivity and acceptable
specificity is used. Positive and borderline results are confirmed in a second step using a specific
immunoblot (IgG and IgM) based on separated or purified antigens (native, recombinant).

The evaluation of the band reactions on the immunoblot can also help to differentiate between early and
late infections. As part of the early response, antibodies (primarily IgM) against flagellin p41, OspC and
VISkE are formed. Antibodies of the late immune response (primarily 1gG) are additionally directed against
for example p83/100, p58, p39, p30 and p21. VISE and OspC are considered the most sensitive antigens
for the detection of IgG or IgM antibodies and should be included in all serological test systems. The
antibody reaction with VISE has a high significance, as it correlates with the floridity of the infection. In
over 85% of cases, Lyme disease can be diagnosed across species by the detection of IgG antibodies
against VISE alone. After the infection has ended, the reaction with VISE antigen declines.

If the antibody reactions with VISE and OspC in patients with characteristic symptoms are negative,
additional tests with a wider spectrum should be used, above all those that detect more Borrelia species.
This may yield positive results in individual cases.

Immunoblots are evaluated using differing criteria in Europe and in the USA, since there is a wider
pathogen spectrum in Europe. In the USA, the interpretation criteria of the Centers for Disease Control
and Prevention (CDC) [3] are used.

Antibody detection from synovial fluid is not recommended.

To diagnhose neuroborreliosis and to distinguish it from other neurological diseases such as multiple
sclerosis, the detection of intrathecal B. burgdorferi-specific antibody production (determination of the
specific CSF-serum quotient) in combination with inflammatory CSF changes is currently the most
reliable marker. This is especially relevant for patients in Europe, since neurological manifestations are
predominantly associated with B. garinii (B. burgdorferi s.-l. complex) [5]. In neuroborreliosis, if B. afzelii
whole cell lysate blot is negative, an additional blot with B. garinii or with recombinant antigens (in
particular VISE from various species) can increase the detection rate. It should be noted that a positive
IgM reaction in CSF is generally persistent and cannot be taken as evidence of an acute infection. To
support the laboratory diagnostic confirmation or exclusion of neuroborreliosis, the chemokine CXCL13
can be determined quantitatively in CSF as an activity marker.

In suspected cases of Lyme disease the following diseases are important for differential diagnostics:
post-infectious reactive arthritis (caused by Salmonella, Shigella, Yersinia, Chlamydia, Campylobacter,
Mycoplasma or various viral pathogens), autoimmune diseases (rheumatoid arthritis, lupus
erythematosus) and inflammatory diseases of the central nervous system [6].

10
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Liability
The test kit, including original accessories, must only be used in accordance with the intended use.

EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.

Technical Support

In case of technical problems you can obtain assistance via the EUROIMMUN website
(https://www.euroimmun.de/en/contact/).

Additional information
Regulatory information for customers in the European Union: Please observe the obligation to report any

serious incidents occurring in connection with this product to the competent authorities and to
EUROIMMUN.
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Anti-Borrelia EUROLINE-RN-AT (IgM)
Test instruction

ANTIBODIES
ORDER NO. AGAINST IG CLASS SUBSTRATE FORMAT
DN 2131-3201 M 32 x 01 (32)
DN 2131-5001 M Borrelia antigens IgM Ag-coated immunoblot strips | 50 x 01 (50)
DN 2131-24001 M 240 x 01 (240)

Indications: The EUROLINE test kit provides qualitative in vitro determination of human antibodies of
the immunoglobulin class IgM to the Borrelia antigens in serum or plasma to support the diagnosis of
lyme disease. Associated diseases: erythema migrans, lymphadenosis cutis benigna, acrodermatitis
chronica atrophicans, arthritis, carditis, lymphocytic meningoradiculoneuritis, neuroborreliosis.

Principles of the test: The test kit contains test strips coated with purified antigens. In the first reaction
step, the immunoblot strips are incubated with diluted patient samples. In the case of positive samples,
the specific IgM antibodies (also IgA and IgG) will bind to the corresponding antigenic site. To detect the
bound antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgM (enzyme
conjugate) catalysing a colour reaction.

The format DN 2131-5001 M belongs to the Immunoblot-PreQ system. The test strips are already placed
into the incubation trays (EUROTrays).

Contents of the test kit (DN 2131-#### M):

Component 3201 24001 5001 Symbol
1. Test strips coated with antigens L
. . . 2x16 15x16 | 5x 10 stripsin
native OspC Bg, native OspC Bb, native OspC strips strips EUROTrays STRIPS

Ba, p39, p41 and VISE Bb

2. Positive control

(IgM. human), 50x concentrate 2x0.04ml |5x0.04ml| 3x0.1ml |[POSCONTROL 50x]

3. Enzyme conjugate
Alkaline phosphatase-labelled anti-human-IgM 2x3ml 16 x 3 ml [CONJUGATE 10x |
(goat), 10x concentrate

4. Enzyme conjugate

Alkaline phosphatase-labelled anti-human-IgM 3x30ml
(goat), ready for use
5. Universal buffer 1x100ml | 8x100ml | 1x 100 ml
10x concentrate
6. Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-
chloro-3-indolylphosphate (NBT/BCIP), ready 2x 30 ml 8 x50 ml § x 30 mi SUBSTRATE
for use
7. Test instruction 1 booklet 1 booklet 1 booklet ---
Lot description c € A Storage temperature
IVD| In vitro diagnostic medical device w Unopened usable until

The following components are not provided in the test kits but can be ordered at EUROIMMUN under the
respective order numbers.

Performance of the test requires an incubation tray:

ZD 9895-20030-1 Incubation tray with 30 channels (200 trays)

ZD 9898-3044-1 Incubation tray with 44 channels (black, for the EUROBIotOne and EUROBIlotCamera
system, 30 trays).

If using Immunoblot-PreQ (DN 2131-5001 M), no additional incubation tray is needed.

For evaluation of the incubated test strips, the current version of the EUROLineScan software provided
by EUROIMMUN is recommended.

Updates with respect to the previous version are marked in grey.
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For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan
green paper and adhesive foil are required:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips.

If a visual evaluation is to be performed in individual cases, the required evaluation protocol can be
ordered under:

ZD 2131-0101 M Visual evaluation protocol Anti-Borrelia EUROLINE-RN-AT (IgM).

If using Immunoblot-PreQ (DN 2131-5001 M), the strips should stay in the EUROTrays during evalu-
ation. For the evaluation we generally recommend using a EUROIMMUN camera system connected to
EUROLIneScan software. Strips need to be dry before starting the evaluation.

Preparation and stability of the reagents

Note: This test kit may only be used by trained personnel. Test strips and incubation trays are intended
for single use @. All reagents must be brought to room temperature (+18°C to +25°C) approx.
30 minutes before use. Unopened, reagents are stable until the indicated expiry date when stored at
+2°C to +8°C. After initial opening, reagents are stable for 12 months or until the expiry date, unless
stated otherwise in the instructions. Opened reagents must also be stored at +2°C to +8°C and protected
from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips/Immunoblot-PreQ, the package should be sealed tightly and stored at +2°C to +8°C.

- Positive control: The control is a 50x concentrate. For the preparation of the working-strength
control the amount required should be removed from the bottle using a clean pipette tip and diluted
1:51 with working-strength universal buffer. Example: add 30 pl of control to 1.5 ml of working-
strength diluted universal buffer and mix thoroughly. The working-strength diluted control should be
used at the same working day.

- Enzyme conjugate: The enzyme conjugate is supplied as a 10x concentrate. For the preparation of
the working-strength enzyme conjugate the amount required should be removed from the bottle using
a clean pipette tip and diluted 1:10 with the working-strength diluted universal buffer. Example: For
1 test strip dilute 0.15 ml anti-human IgM concentrate with 1.35 ml working-strength diluted universal
buffer. The working-strength diluted enzyme conjugate should be used on the same working day.

- Enzyme conjugate: ready for use.
Note: only for DN 2131-5001 M!

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working-strength universal buffer, shake the bottle. The amount required should be removed from the
bottle using a clean pipette tip and diluted 1:10 with deionised or distilled water. Example: for 1 test
strip add 1.5 ml universal buffer (10x concentrate) to 13.5 ml deionised or distilled water. The working-
strength diluted universal buffer should be used at the same working day.

- Substrate solution: Ready for use. Close the bottle immediately after use, as the contents are
sensitive to light.

Storage and stability: The test kit must be stored at a temperature between +2°C and +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples, controls and incubated test strips should be handled as infectious
waste. Other reagents do not need to be collected separately, unless stated otherwise in official
regulations.

Warning: The control of human origin has tested negative for HBsAg, anti-HCV, anti-HIV-1 and anti-
HIV-2. Nonetheless, all materials should be treated as being a potential infection hazard and should be
handled with care. Some of the reagents contain sodium azide in a non-declarable concentration. Avoid
skin contact.
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Preparation and stability of the patient samples

Samples: Human serum or EDTA, heparin or citrate plasma.

Additionally, there are methods for the investigation of CSF/serum pairs which are validated for
the Anti-Borrelia EUROLINE RN-AT.

For this, please request the test instructions DN_2131LG_A_ UK_ZXX or DN_2131LM_A_UK_ZXX,
respectively.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution: The patient samples for analysis are diluted 1:51 with working-strength diluted
universal buffer using a clean pipette tip. For example, add 30 ul of sample to 1.5 ml working-strength
diluted universal buffer and mix well by vortexing. Sample pipettes are not suitable for mixing.

Incubation

If using Immunoblot-PreQ (DN 2131-5001 M), manual incubation is not possible. Please see options
below.

Blocking: Fill the channels of the incubation tray according to the number of serum
samples to be tested with 1.5 ml working-strength diluted universal buffer each.
Remove the required amount of test strips from the packaging using a pair of
tweezers and place them one by one in the channels containing the buffer
(Make sure that the surface of the test strips is not damaged!). The number on
the test strip should be visible.
Use of Immunoblot-PreQ: Set up the required incubation trays according to the
work protocol and insert into the incubation device.
Incubate for 15 minutes at room temperature (+18°C to +25°C) on a rocking
shaker. Afterwards aspirate off all the liquid.

Sample incubation: Fill each channel with 1.5 ml of the diluted serum samples using a clean pipette
(1% step) tip.
Incubate for 30 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.
Wash: Aspirate off the liquid from each channel and wash 3 x 5 minutes each with

1.5 ml working-strength universal buffer on a rocking shaker.

Conjugate incubation: Pipette 1.5 ml diluted enzyme conjugate (alkaline phosphatase-conjugated anti-

(2" step) human IgM) into each channel.
Incubate for 30 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Wash: Aspirate off the liquid from each channel. Wash as described above.

Substrate incubation: Pipette 1.5 ml substrate solution into the channels of the incubation tray.

(3" step) Incubate for 10 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Stop: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute with

deionised or distilled water.

Evaluate: Place test strip on the evaluation protocol, air dry and evaluate.
Immunoblot-PreQ: The evaluation of the test strips is realised exclusively via
the EUROIMMUN camera systems.

For automated incubation with the EUROBIlotMaster select the program Euro02 Inf WB30.

For automated incubation with the EUROBIlotOne select the program Euro01/02.

For automated incubation of Immunoblot-PreQ with the EUROBIlotOne see instruction manual
EUROBIotOne (YG_0153 A _UK_CXX).
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Anti-Borrelia EUROLINE-RN-AT (IgM)

Incubation protocol

Blocking
(Manual incubation)

Pipette 1.5 ml working-strength universal buffer into the
incubation channel and insert test strip

1. Step: Sample incubation

Aspirate off, pipette 1.5 ml of diluted serum sample (1:51) into the
incubation channel

Washing

Aspirate off, wash 3 x 5 min with 1.5 ml working-strength
universal buffer each

2. Step: Conjugate incubation

Aspirate off, pipette 1.5 ml working-strength enzyme conjugate
into the incubation channel

Washing
Aspirate off, wash 3 x 5 min with 1.5 ml working-strength
universal buffer each

3. Step: Substrate incubation

Aspirate off, pipette 1.5 ml substrate into the incubation channel

Stopping

Aspirate off, rinse three times with 1.5 ml distilled water

Evaluation
EUROLineScan (digital)
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Evaluation and interpretation of the results obtained by the
Anti-Borrelia EUROLINE-RN-AT (IgM)

Handling: For the evaluation of incubated test strips we generally recommend using the
EUROLiIneScan software. After stopping the reaction using deionised or distilled water, place the
incubated test strips onto the adhesive foil of the green work protocol using a pair of tweezers. The
position of the test strips can be corrected while they are wet. As soon as all test strips have been placed
onto the protocol, they should be pressed hard using filter paper and left to air-dry. After they have dried,
the test strips will be stuck to the adhesive foil. The dry test strips are then scanned with a flatbed
scanner (EUROIMMUN) and evaluated with EUROLineScan. Alternatively, imaging and evaluation are
possible directly from the incubation trays (EUROBIotCamera and EUROBIotOne). For general
information about the EUROLineScan program please refer to the EUROLineScan user manual
(EUROIMMUN document no. YG 0006 A UK CXX). The code for entering the test into
EUROLineScan is BorrEL_IgM. For evaluation of the incubated test strips, the current version of the
EUROLIneScan software provided by EUROIMMUN is recommended.

If a visual evaluation must be performed, place the incubated test strips onto the respective work
protocol for visual evaluation. This protocol is available at EUROIMMUN under the order no.
ZD 2131-0101 M.

If using Immunoblot-PreQ (DN 2131-5001 M), the strips should stay in the EUROTrays during
evaluation. For the evaluation we generally recommend using a EUROIMMUN camera system
connected to EUROLIneScan software. Strips need to be dry before starting the evaluation.

Note: A correctly performed test for class IgM antibodies against Borrelia antigens is indicated by a
positive reaction of the control band and an at least weak positive reaction of the IgM band. If one of
these bands shows a very weak reaction or none at all, the result must not be used for evaluation.

Antigens and their arrangement on the strips:

Antigens VISE Bb —
VISE Bb:
Highly purified recombinant VISE antigen from Borrelia burgdorferi sensu stricto 041 .
Bb). -
(Bb) 039 m
p41 and p39:
Purified recombinant flagellin (p41) and BmpA (p39) from Borrelia afzelii and ]
Borrelia burgdorferi sensu stricto. OspCBa [T
OspC Ba, OspC Bb and OspC Bg: OspCBb [T
Purified, highly specific native OspC (p25) antigens from Borrelia afzelii (Ba), ]
Borrelia burgdorferi sensu stricto (Bb) and Borrelia garinii (Bg). OspC Bg |
Control bands: |
IgG or IgM 19G —
| . — lgM N
Control: Incubation control indicating a correctly performed incubation. Control |
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Antibodies of class IgM against Borrelia burgdorferi sensu lato

Comparison studies carried out by EUROIMMUN have shown that purified OspC antigens from Borrelia
afzelii, Borrelia burgdorferi and Borrelia garinii provide the highest sensitivity and specificity for the
determination of IgM antibodies in the early stages of Borrelia infections. This allows a quick and precise
visual evaluation of the Anti-Borrelia EUROLINE-RN-AT test strips.

Quick evaluation IgM:

Antigen band OspC Ba or

OspC Bb or OspC Bg
positive

Antibody result IgM
positive

A 4

In rare cases, the IgM antibody response against OspC may be negative or borderline in the early stages
of a Borrelia infection. In these cases the evaluation should be performed according to the following
scheme:

Reference evaluation IgM:

Specific antigen bands:
Antibody result P39, VISE BD
1 band positive no band
antlge_n_band positive positive
positive
OspC Ba
or OspC Ba or OspC Bg . .
OspC Bb borderline positive borderline
or
OspC Bg antigen _band positive negative
negative

Occasionally, an isolated reaction against the flagellin band p41 may indicate an acute Borrelia infection.
However, an unspecific cross reaction should be ruled out.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.

Test characteristics
Measurement range: The EUROLINE is a qualitative method. No measurement range is provided.

Inter- and intra-assay variation: The inter-assay variation and intra-assay variation were determined by
multiple analyses of characteristic samples in several test runs over several days. In every case, the
intensity of the bands was within the specified range. This EUROLINE displays excellent inter- and intra-
assay reproducibility.

Interference: Haemolytic, lipaemic and icteric sera up to concentrations of 5 mg/ml haemoglobin,
20 mg/ml triglycerides and 0.4 mg/ml bilirubin showed no effect on the analytical results of the present
EUROLINE.
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Sensitivity and specificity of the antigens used: In the early stage of a Borrelia infection, the IgM
antibody response is mainly directed against OspC. For the Anti-Borrelia EURLINE-RN-AT the OspC
antigens from the human pathogenic Borrelia genospecies Borrelia afzelii, B. burgdorferi and B. garinii
were purified in their native form and applied in lines to membranes. The highly specific recombinant
antigen p39 (BmpA), recombinant flagellin p41 and the Borrelia main antigen VISE, which was
exclusively expressed in vivo, were produced, purified and printed onto the membranes. The
performance characteristics of the Anti-Borrelia EUROLINE-RN-AT were determined by comparing the
results with those of a CE-notified Westernblot using electrophoretically separated Borrelia whole extract
and recombinant VISE (EUROLINE-WB Borrelia, EUROIMMUN AG). The following panels were
investigated: sera from patients with clinically characterised borreliosis (n = 236), sera from suspected
borreliosis cases (n =204), sera from healthy blood donors and pregnant women (n =159, origin
Germany) and sera from patients with other infections (n = 45).

Correlation of the new Anti-Borrelia EUROLINE-RN-AT and a CE-certified Westernblot using Borrelia
whole extract and additionally printed recombinant VISE (EUROLINE-WB Borrelia, EUROIMMUN AG).
Determination of IgM class antibodies:

CE-notified
N = 644 reference test
positive negative
Anti-Borrelia positive 158 247
EUROLINE-RN-AT negative 12* 450

*  The majority of these sera showed positive reactions on antigen bands which do not generally indicate a fresh Borrelia
infection.

** Note: The majority of these sera showed positive reactions in the Anti-Borrelia EUROLINE-RN-AT due to the additional
OspC antigens. Antibodies against OspC are characteristic for the early stage of Borrelia infections.

In comparison with the reference test, the Anti-Borrelia EUROLINE-RN-AT achieved a sensitivity of
93.0% at a specificity of 94.9% and a positive predictive value of 86.9%.

The investigated sera were classified into positive and negative samples using the reference test. In a
ROC (receiver operating characteristic) analysis the specificity values obtained for the individual
antigens used in the Anti-Borrelia EUROLINE-RN-AT ranged from 96.8 to 99.4%. The sensitivity values
of the antigens vary significantly. The highest sensitivity was achieved using native OspC antigens from
Borrelia afzelii and Borrelia garinii. IgM antibodies against VISE have a very low prevalence.

Specificity and sensitivity of the individual antigens used in the Anti-Borrelia EUROLINE-RN-AT for the
determination of IgM antibodies calculated by ROC analysis (n = 644):

Antigen Sen(sé};[;vity Spe(%z‘;city
VISE Bb 4.9 99.4
p39 15.9 99.0
OspC Ba 88.2 99.0
OspC Bb 77.1 99.2
OspC Bg 84.1 96.8

(Intensity levels in accordance with the EUROLineScan program)
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Prevalence: The prevalence of specific IgM antibodies was determined by investigating sera from
borreliosis patients with different clinical manifestations using the Anti-Borrelia EUROLINE-RN-AT (IgG)
(origin of sera and classification of samples by clinical symptoms: Laboratory MVZ Westmecklenburg
GbR, Schwerin, Germany, National Reference Centre for Borrelia, University Clinic Strasbourg, France).

Prevalence
Clinically defined patients Quantity IgM
Erythema migrans 29 89.7%
Neuroborreliosis 30 46.7%
Arthritis 14 28.6%
Acrodermatitis 16 31.3%

Cross reaction: The high analytical specificity of the test system is guaranteed by the quality of the
antigen substrates used (antigens and antigen sources). The cross reactivity of the antigens used in the
Anti-Borrelia EUROLINE-RN-AT was determined by a panel of patients with acute Epstein-Barr virus or
Toxoplasma gondii infections.

Prevalence (%)

Serum samples No IgM positive IgM borderline
Epstein-Barr virus (acute infections) and

. . X 32 125 0
Toxoplasma gondii (acute infections)

Control groups: Prevalences were tested in blood donors and healthy pregnant women.

Prevalence (%)

Serum samples No IgM positive IgM borderline
Blood donors 40 0 0
Healthy pregnant women 50 6.0 2.0

Clinical significance

Lyme disease is the most frequent tick-borne infectious disease in Europe and North America. The
pathogenic agent Borrelia burgdorferi sensu lato (s. |.) includes the human pathogenic species B. afzelii,
B. burgdorferi sensu stricto, B. garinii, B. spielmanii and B. bavariensis. In North America
B. burgdorferi s. s. is detected almost exclusively, while in Europe various members of the B. burgdorferi
s. . complex are found. This results in a larger spectrum of clinical manifestations in Europe than in
North America.

B. burgdorferi s. I. belongs to the family of Spirochaetaceae, constituting gram-negative, spiral-shaped,
motile bacteria. The vectors are predominantly ticks (Ixodidae) at every development stage (larvae,
nymphs, adults). Following the bite, the ticks transmit the Borrelia bacteria during the blood meal. The
most important hosts for ticks are roe deer and red deer, while natural reservoirs for Borrelia are birds
and small mammals.
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Lyme disease is divided into early and late stages (formerly stages I, Il, Ill). The most frequent localised
manifestation is erythema migrans, a circular reddening around the site of the bite, which forms up to
weeks after the tick bite and can vary greatly in dimension, colour intensity and duration. The erythema
may be accompanied by flu-like generalised symptoms. Multiple erythema is observed rarely in Europe
and more frequently in America. Especially in children Borrelia lymphocytoma is typically observed on
the earlobes, nipples or genital region, and is usually caused by B. afzelii.

The most frequent disseminated early manifestation is neuroborreliosis, in particular lymphocytic
meningoradiculitis (Bannwarth syndrome). Lyme carditis and various forms of ophthalmoborreliosis
are rarer.

The most frequent late manifestations are Lyme arthritis and acrodermatitis chronica athrophicans
(ACA). Lyme arthritis affects mainly the large joints. Spontaneous remission is frequent, progression to
the chronic stage rare. The complete picture of ACA encompasses perivascular plasma cell-rich
inflammatory infiltrates in all skin layers, as well as epidermal and connective tissue atrophy. ACA is
virtually only observed in Europe. Chronic progressive Borrelia encephalomyelitis with para- and
tetraparesis is very rare.

New infections occur mainly in early summer to autumn. The prevalence of specific antibodies against
Borrelia in the German population amounts to between 5 and 25% depending on age, place of residence
and exposure. The majority of infections proceed subclinically. The incidence of Lyme disease in Europe
ranges from under 1 per 100,000 inhabitants (e.g. Portugal, Ireland), to 69 (South Sweden [1]), 111
(Germany, around Wirzburg) or over 300 (Slovenia). The incidence in the USA for 2016 was reported as
8.1 cases per 100,000 inhabitants on average [2].

The detection of specific antibodies supports diagnosis in all stages of infection. The immune response
in Lyme disease does not always follow the same pattern. In erythema migrans, especially of short
duration, a measurable antibody titer may not be present. Moreover, in re-infections there is often no IgM
response. In typical cases an IgM response occurs 3 weeks after infection, followed by an IgG response
from around the 6™ week. IgG and IgM antibodies can persist after a previous infection, either one that
was treated or has spontaneously healed. Together with the clinical picture, the indications of an early
acute infection are positive IgM antibody detection, a significant increase in antibodies within a few
weeks and seroconversion of IgM to IgG. It is expedient to determine the serological baseline status
immediately after a tick bite and then monitor the Borrelia antibodies in the ensuing weeks.

Pathogen detection in patient samples by microscopy or culture does not play a major role in the
diagnostics of Lyme disease. PCR is used to detect Borrelia DNA in joint aspirates in suspected cases of
Lyme arthritis and in skin in cases of ambiguous manifestation. The investigation of ticks for Borrelia by
PCR is not recommended, since this does not allow an infection in the patient to be reliably confirmed or
excluded.

The serological diagnosis of Lyme disease is performed in two steps. In the first step a screening test
(ELISA or comparable method, also indirect immunofluorescence) with high sensitivity and acceptable
specificity is used. Positive and borderline results are confirmed in a second step using a specific
immunoblot (IgG and IgM) based on separated or purified antigens (native, recombinant).

The evaluation of the band reactions on the immunoblot can also help to differentiate between early and
late infections. As part of the early response, antibodies (primarily IgM) against flagellin p41, OspC and
VISE are formed. Antibodies of the late immune response (primarily IgG) are additionally directed against
for example p83/100, p58, p39, p30 and p21. VISE and OspC are considered the most sensitive antigens
for the detection of IgG or IgM antibodies and should be included in all serological test systems. The
antibody reaction with VISE has a high significance, as it correlates with the floridity of the infection. In
over 85% of cases, Lyme disease can be diagnosed across species by the detection of IgG antibodies
against VISE alone. After the infection has ended the reaction with VISE antigen declines.

If the antibody reactions with VISE and OspC in patients with characteristic symptoms are negative,
additional tests with a wider spectrum should be used, above all those that detect more Borrelia species.
This may vyield positive results in individual cases.
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Immunoblots are evaluated using differing criteria in Europe and in the USA, since there is a wider
pathogen spectrum in Europe. In the USA, the interpretation criteria of the Centers for Disease Control
and Prevention (CDC) [3] are used.

Antibody detection from synovial fluid is not recommended.

To diagnhose neuroborreliosis and to distinguish it from other neurological diseases such as multiple
sclerosis, the detection of intrathecal B. burgdorferi-specific antibody production (determination of the
specific CSF-serum quotient) in combination with inflammatory CSF changes is currently the most
reliable marker. This is especially relevant for patients in Europe, since neurological manifestations are
predominantly associated with B. garinii (B. burgdorferi s.-l. complex) [5]. In neuroborreliosis, if B. afzelii
whole cell lysate blot is negative, an additional blot with B. garinii or with recombinant antigens (in
particular VISE from various species) can increase the detection rate. It should be noted that a positive
IgM reaction in CSF is generally persistent and cannot be taken as evidence of an acute infection. To
support the laboratory diagnostic confirmation or exclusion of neuroborreliosis, the chemokine CXCL13
can be determined quantitatively in CSF as an activity marker.

In suspected cases of Lyme disease the following diseases are important for differential diagnostics:
post-infectious reactive arthritis (caused by Salmonella, Shigella, Yersinia, Chlamydia, Campylobacter,
Mycoplasma or various viral pathogens), autoimmune diseases (rheumatoid arthritis, lupus
erythematosus) and inflammatory diseases of the central nervous system [6].

Literature

This text is largely based on the guidelines of the German Society for Hygiene and Microbiology (DGHM)
for the diagnosis of Lyme disease (MiQ 12/2017). Additional passages are referenced.
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2. https://www.cdc.gov/lyme/stats/tables.html

3. Centers for Disease Control and Prevention (CDC). Recommendations for test performance and
interpretation from the Second National Conference on Serologic Diagnosis of Lyme Disease.
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4. Barclay SS, Melia MT, Auwaerter PG. Misdiagnosis of late-onset Lyme arthritis by inappropriate
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Liability
The test kit, including original accessories, must only be used in accordance with the intended use.

EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.

Technical Support

In case of technical problems you can obtain assistance via the EUROIMMUN website
(https://www.euroimmun.de/en/contact/).
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Additional information
Regulatory information for customers in the European Union: Please observe the obligation to report any

serious incidents occurring in connection with this product to the competent authorities and to
EUROIMMUN.
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EUROLINE Coeliac Disease Profile (IgA)
Test instruction

ORDER NO. ANTIBODIES AGAINST IG CLASS SUBSTRATE FORMAT

) Tissue transglutaminase and Ag-coated
DL 1910-1601 A gliadin (GAF-3X) ol immunoblot striips | 10 X 01 (16)

Indications: The EUROLINE test kit provides a qualitative in vitro assay for human autoantibodies of the
immunoglobulin class IgA against the two antigens tissue transglutaminase (tTG) and gliadin
(GAF-3X) (gliadin-analogue fusion peptide) in serum or plasma for the diagnosis of gluten-sensitive
enteropathy and dermatitis herpetiformis Duhring.

Application: For optimal serological diagnosis of coeliac disease, the determination of autoantibodies
against tissue transglutaminase (anti-tTG) and deamidated epitopes of gliadin peptides (anti-GAF-3X) is
recommended. The determination of autoantibodies of immunoglobulin classes A (IgA) and G (IgG), in
the case of IgA deficiency, plays an important role. The combination of different control bands in the
EUROLINE Coeliac Disease Profile helps to determine the presence of IgA in order to exclude an
antibody deficiency syndrome.

Principles of the test: The test kit contains test strips coated with parallel lines of purified antigens. In
the first reaction step, the immunoblot strips are incubated with diluted patient samples. In the case of
positive samples, the specific IgA antibodies (also IgG and IgM) will bind to the corresponding antigenic
site. To detect the bound antibodies, a second incubation is carried out using an enzyme-labelled anti-
human IgA (enzyme conjugate) catalysing a colour reaction.

Contents of the test kit:
Component Format Symbol
1. Test strips coated with the antigens:

Tissue transglutaminase and gliadin (GAF-3X) 16 strips STRES
2. Positive control 1% 0.02 ml [POS CONTROL 100x |

(IgA, human), 100x concentrate
3. Enzyme conjugate

Alkaline phosphatase-labelled anti-human IgA (goat), 1x3ml | CONJUGATE 10x |

10x concentrate
4. Sample buffer

1x 100 ml [SAMPLE BUFFER]

ready for use

5. Wash buffer 1 x50 ml | WASH BUFFER 10x]
10x concentrate

6. Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3- 1 x 30 ml
indolylphosphate (NBT/BCIP), ready for use

7. Incubation tray 2 x 8 channels

8. Test instruction 1 booklet

Lot description c E X Storage temperature

[IvD] In vitro diagnostic medical device % Unopened usable until

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples, controls and incubated test strips should be handled as infectious
waste. Other reagents do not need to be collected separately, unless stated otherwise in official
regulations.
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The following components are not provided in the test kits but can be ordered at EUROIMMUN under the
respective order numbers.

Performance of the test requires an incubation tray:

ZD 9899-0130 Incubation tray with 30 channels

ZD 9898-0130 Incubation tray with 30 channels (black, for the EUROBIotCamera system)

ZD 9898-0144 Incubation tray with 44 channels (black, for the EUROBIotOne and the EUROBIotCamera
system)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan
green paper and adhesive foil are required:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

If a visual evaluation is to be performed in individual cases, the required evaluation protocol can be
ordered under:

ZD 1910-0101 Visual evaluation protocol EUROLINE Coeliac Disease Profile.

Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise in the
instructions. Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Positive control: The control is a 100x concentrate. For the preparation of the ready for use control
the amount required should be removed from the bottle using a clean pipette and diluted 1:101 with
sample buffer. Example: add 15 pl of control to 1.5 ml of sample buffer and mix thoroughly. The ready
for use diluted control should be used at the same working day.

- Enzyme conjugate: The enzyme conjugate is supplied as a 10x concentrate. For the preparation of
the ready for use enzyme conjugate the amount required should be removed from the bottle using a
clean pipette and diluted 1:10 with sample buffer. For one test strip, dilute 0.15 ml enzyme conjugate
with 1.35 ml sample buffer. The ready for use diluted enzyme conjugate should be used at the same
working day.

- Sample buffer: Ready for use.

- Wash buffer: The wash buffer is supplied as a 10x concentrate. For the preparation of the ready for
use wash buffer the amount required should be removed from the bottle using a clean pipette and
diluted 1:10 with distilled water. For one test strip, dilute 1 ml in 9 ml of deionised or distilled water.
The ready for use diluted wash buffer should be used at the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light <.

Warning: The control of human origin has tested negative for HBsAg, and antibodies against anti-HCV,
anti-HIV-1 and anti-HIV-2. Nonetheless all materials should be treated as being a potential infection
hazard and should be handled with care. Some of the reagents contain the agent sodium azide in a non-
declarable concentration. Avoid skin contact.
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Preparation and stability of the patient samples
Samples: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to 14 days.
Diluted samples should be incubated within one working day.

Sample dilution: The patient samples for analysis are diluted 1:101 with sample buffer. For example,
add 15 ul of sample to 1.5 ml sample buffer and mix well by vortexing. Sample pipettes are not suitable
for mixing.

Incubation

Pretreat: Remove the required amount of test strips from the package and place them
each in an empty channel. The number on the test strip should be visible. Fill
the channels of the incubation tray according to the number of serum samples
that should be tested with 1.5 ml sample buffer each. Incubate for 5 minutes
at room temperature (+18°C to +25°C) on a rocking shaker. Afterwards
aspirate off all the liquid.

Incubate: Fill each channel with 1.5 ml of the diluted serum samples and incubate at
(1% step) room temperature (+18°C to +25°C) for 30 minutes on a rocking shaker.
Wash: Aspirate off the liquid from each channel and wash 3 x 5 minutes each with

1.5 ml working strength wash buffer on a rocking shaker.

Incubate: Pipette 1.5 ml diluted enzyme conjugate (alkaline phosphatase-labelled
(2" step) anti-human IgA) into each channel and incubate for 30 minutes at room
temperature (+18°C to +25°C) on a rocking shaker.

Wash: Aspirate off the liquid from each channel. Wash as described above.

Incubate: Pipette 1.5 ml substrate solution into the channels of the incubation tray.

(3" step) Incubate for 10 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Stop: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euro01 AAb EL30-V2.

For automated incubation and evaluation with the EUROBIotOne select the program EURO 16.
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EUROLINE Coeliac Disease Profile (IgA)

Incubation protocol

Pretreat

Put the test strip into the incubation channel and fill each
channel with 1.5 ml sample buffer

Shake

(7

1. Step: Incubate

Aspirate off, pipette 1.5 ml of diluted serum sample (1:101) into
the incubation channel

Shake

(7

Wash

Aspirate off, wash 3 x 5 min with 1.5 ml working strength wash
buffer each

2. Step: Incubate

Aspirate off, pipette 1.5 ml enzyme conjugate into the incubation
channel

Shake

(7

Wash

Aspirate off, wash 3 x 5 min with 1.5 ml working strength wash
buffer each

3. Step: Incubate

Aspirate off, pipette 1.5 ml substrate into the incubation channel

Shake

(7

Stop

Aspirate off, rinse three times with 1.5 ml distilled water

Evaluation
EUROLineScan (digital)
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Interpretation results

Handling: For the evaluation of incubated test strips we generally recommend using the
EUROLiIneScan software. After stopping the reaction using deionised or distilled water, place the
incubated test strips onto the adhesive foil of the green work protocol using a pair of tweezers. The
position of the test strips can be corrected while they are wet. As soon as all test strips have been placed
onto the protocol, they should be pressed hard using filter paper and left to air-dry. After they have dried,
the test strips will be stuck to the adhesive foil. The dry test strips are then scanned using a flatbed
scanner (EUROIMMUN AG) and evaluated with EUROLiIneScan. Alternatively, imaging and evaluation
is possible directly from the incubation trays (EUROBIlotCamera and EUROBIotOne). For general
information about the EUROLineScan program please refer to the EUROLineScan user manual
(EUROIMMUN AG). The code for entering the test into EUROLineScan is Coeliac Disease A.

If a visual evaluation must be performed, place the incubated test strips onto the respective work
protocol for visual evaluation. This protocol is available at EUROIMMUN under the order no.
ZD 1910-0101.

Note: Correct performance of the incubation is indicated by an intense staining of the serum/plasma
control band.

Antigens and their arrangement on the strips: The EUROLINE test strips have been coated with the
following antigens:

Antigens:

tTG: Recombinant tissue transglutaminase TG

GAF-3X: Recombinant  GAF-3X  (gliadin-analogue
fusion peptide)

Control bands: GAF-3X

Negative control band: Contains components from the
expression system which are used for antigen purification.
In the case of a positive band, an unspecific reaction
cannot be excluded.

Conjugate controls:
Controls to confirm that the conjugate was correctly used.

Serum/plasma control:
Control to confirm that the incubation was conducted
correctly and the presence of IgA antibodies to exclude an
antibody deficiency syndrome. Negative neg
In case the serum/plasma control band does not appear, control band
the following procedure is recommended:
a) Control of the correct sample addition
b) Exclusion of IgA deficiency syndrome through
measuring the total IgA concentration. Moreover,
coeliac  disease-specific autoantibodies  of
immunoglobulin class G should be determined.

Conjugate
controls

=O>r

Serum/plasma

control IgA
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EUROIMMUN recommends interpreting results based on the signal intensity:

Sianal Signal intensity
'9 : EUROLineScan Result

Visual evaluation

Flatbed scanner
No signal 0-5 o} Negative
Very weak band 6-10 (+) Borderline
Medium to strong band 11-25 or 26-50 +, ++ Positive
Very strong band with an intensity comparable to the >50 et Strong
control band positive

Results in the borderline range (+) should be evaluated as increased but negative. The table above
contains values for the evaluation using a flatbed scanner. The values for other instruments supported
by EUROLineScan can be found in the EUROLineScan program. To do so mark the corresponding
assay in the test list (“Help” — “Test”) and click on details and select the corresponding instrument in
“image source”.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.

Test characteristics
Measurement range: The EUROLINE is a qualitative method. No measurement range is provided.

Cross reactions: The quality of the antigen substrates used (antigen and antigen source) ensures the
high analytical specificity of the test system. The EUROLINE specifically enables IgA antibodies against
tissue transglutaminase and gliadin (GAF-3X). Cross reactions of other antibodies were not detected.

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/mil for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Sensitivity and specificity:
45 serum samples (precharacterised with a CE-notified reference test) were investigated for
autoantibodies against gliadin (GAF-3X) (borderline results were not included in the calculation).

45 ELISA Anti-Gliadin (GAF-3X) IgA
n:
positive borderline negative
EUROLINE Coeliac | POSiive 16 0 0
Disease Profile borderline 3 0 1
(IgA) negative 2 0 23

In the investigated panel, a sensitivity of 88.9% at a specificity of 100.0% was determined with respect to

the reference system.
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44 serum samples (precharacterised with a CE-notified reference test) were investigated for
autoantibodies against tTG (borderline results were not included in the calculation).

44 ELISA Anti-tTG IgA
n:
positive borderline negative
EUROLINE Coeliac | Positive 24 0 0
Disease Profile borderline 1 0 0
(I9A) negative 0 0 19

In the investigated panel, a sensitivity of 100.0% at a specificity of 100.0% was determined with respect
to the reference system.

Other studies: The prevalence of coeliac disease specific autoantibodies was investigated in patients
with SLE, RA, diabetes or Crohn’s disease.

Patient panel n | Anti-GAF-3X IgA Anti-tTG IgA
P (80) positive positive
SLE 20 0.0% 0.0%
RA 20 0.0% 0.0%
Diabetes 20 20% 15%
Crohn’s disease 20 0.0% 0.0%

Reference range: The reference range was determined in a sample panel of healthy blood donors
(n=150). All blood donors reacted negative, except for a positive reaction with GAF-3X.

Clinical significance

The serological determination of disease-specific antibodies against endomysium and gliadin (IgA and
IgG) is an essential component in the diagnosis of gluten-sensitive enteropathy (coeliac disease, sprue)
and is suited for evaluation of disease course and therapy success.

Coeliac disease is a systemic autoimmune disease with genetic predisposition which shows in affected
individuals as a reaction to the consumption of gluten. Gluten is found in various cereals (e.g. wheat,
barley, rye). The most important protein to trigger coeliac disease is gliadin.

In Europe, the estimated prevalence of coeliac disease amounts to approximately 1%. Unspecific or mild
symptoms may lead, however, to a large number of further cases which are not diagnosed. Alongside
the typical inflammation of the mucous membrane of the small intestine, the clinical picture comprises
also symptoms such as tiredness, borborygmus, abdominal pain and diarrhoea, as well as weight loss,
anaemia, fertility disorders, growth retardation and osteoporosis as a consequence of nutrient
malabsorption. Some patients with coeliac disease also suffer from Duhring's disease, a chronic skin
disease accompanied by blister formation. Neurological manifestations such as gluten ataxia are also
comprised in the atypical symptoms of coeliac disease.

Coeliac disease is caused by both genetic and environmental factors. The gliadin which is consumed
with food can only be partially digested in the intestine. In patients with coeliac disease, the remaining
gliadin peptides may pass through the epithelium of the small intestine and enter the underlying
connective tissue. There, the protein fragments are deaminated by the enzyme tissue transglutaminase
(tTG). In this process, the amino acid glutamine is converted into glutamic acid. If there is a genetic
predisposition (human leukocyte antigens (HLA)-DQ2 or DQ8), these modified peptides are increasedly
presented to the immune system by antigen presenting cells. As a consequence, proinflammatory
cytokines are secreted and antibodies against both specific, deamidated gliadin epitopes and the body-
own enzyme tTG are produced. The immune response leads to inflammation and damage to the mucous
membrane of the small intestine which is histologically characterised by an atrophic villi structure and
hyperplastic intestinal crypts. The Marsh classification distinguishes three types of coeliac disease,
according to the severity of this intestinal histopathology:

7
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Marsh type I: increase in intraepithelial lymphocytes (> 40 IEL/100 epithelial cells) with normal
mucous membrane architecture

Marsh type Il: additional crypt hyperplasia with normal villi

Marsh type Ill: IEL increase, crypt hyperplasia, degeneration of epithelial cells and villous atrophy.
Type Il is further divided into Marsh IlIA (partial villous atrophy), Marsh 1lIB (subtotal
villous atrophy) and Marsh IlIC (complete villous atrophy).

Serological diagnosis is an economical and non-invasive method and significantly aids the diagnosis
and monitoring of coeliac disease. In some cases, it may eliminate the necessity of a biopsy of the small
intestine (see graphic).

Particularly IgA antibodies against tTG or endomysium are considered the most specific and sensitive
indicator of coeliac disease. Determination of anti-tTG antibodies (IgA and 1gG) is performed using a
monospecific test system. Antibodies against endomysium (EmA) can be determined by IIFT, using
tissue sections of oesophagus (monkey), intestine (monkey) or liver (monkey). The new antigen
substrate gliadin GAF-3X was developed for the detection of antibodies (IgA, IgG) against the relevant,
deaminated gliadin epitopes. In a direct comparison, the Anti-Gliadin (GAF-3X) ELISA (IgA, 1gG) showed
a much higher sensitivity and specificity than an anti-native gliadin ELISA (with a native gliadin substrate;
anti-ngliadin ELISA). The designer antigen is a recombinant, gliadin-analogue fusion peptide (GAF)
which is triplicated (3X). The fusion peptide consists of two units which are characterised on the one
hand by an especially high reactivity with different sera of coeliac disease patients and on the other hand
by a presumed pathophysiological relevance. Together, they only account for approximately 10% of the
total gliadin. The largest part of the native protein is actually not relevant for the disease and presents
immunological ballast which is mostly a target of unspecific reactions. In the most up-to-date test
systems this portion is left out, resulting in a huge increase in specificity. Especially in cases of selective
IgA deficiency, which is often present in coeliac disease patients and where neither Anti-tTG-ELISA IgA,
nor Anti-EmA-IFT IgA lead to meaningful results, the Anti-Gliadin (GAF-3X) ELISA IgG has proven to be
an excellent alternative. The test is equally suitable for diagnosis of coeliac disease in children under
2 years. Different studies have shown that ELISAs for the detection of IgG antibodies against
deaminated gliadin epitopes, such as the Anti-Gliadin (GAF-3X) ELISA IgG, and the Anti-tTG ELISA IgA,
obtain a higher diagnostic accuracy than ELISAs with a native gliadin substrate (IgA, 1gG). Therefore,
they should be more preferably used in comparison to the anti-ngliadin ELISAs in paediatric coeliac
disease diagnostics, independently from the age of the patient.

Apart from the use in the Anti-Gliadin (GAF-3X) ELISA (IgA, 1gG), the designer antigen GAF-3X is also
available as an individual antigen (antigen dots) for [IFT in a BIOCHIP combination (EUROPLUS) with
tissue sections, and in the EUROLINE Coeliac Disease Profile.

HLA typing is another important component of coeliac disease diagnostics, especially in cases of
unclear biopsy findings, unclear serological findings or asymptomatic patients with increased disease
risk (see graphic). With a negative predictive value from the risk factors HLA-DQ2 and DQ8 of at least
98%, coeliac disease can be virtually excluded if neither of the alleles is detected in the patient. The
EUROArray HLA-DQ2/DQ8 provides easy and reliable determination of all disease-associated alleles.

The antigen-antibody reactions also provide useful information for the follow-up and monitoring of a
gluten-free diet. Decreasing antibody titers indicate success in treatment and usually go together with
an improvement of the clinical symptoms.

An overview of the new European ESPGHAN (European Society for Paediatric Gastroenterology
Hepatology and Nutrition) guidelines for the diagnosis of coeliac disease in children and adolescents
was published in 2012. These guidelines distinguish in the diagnostic procedure between patients whose
clinical symptoms indicate coeliac disease, and asymptomatic patients who have an increased risk of
coeliac disease.
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1. Children/adolescents with gastrointestinal and non-gastrointestinal symptoms suggestive of coeliac

disease which cannot be explained by any other disease

Children/adolescents with gastrointestinal and non-gastrointestinal symptoms suggestive of coeliac

disease

which cannot be explained by another disease

|

Anti-tTG (IgA) and total IgA"

l®

[ Transfer to gastroenterologist ]

l

1

lo

No coeliac disease

Clarify:
lgA deficiency?
Age <2 years?

Medication?
Severe symptoms?

‘ Anti-tTG = 10x ULN2 ‘ Anti-tTG < 10x ULN?2 ‘ GFD®? Associated diseases?
J Test® not available :i Bio psy
EmA*
) | I
DQ2/DQs* | Marsh 0-1 | Marsh 2-3
l ‘ 76 ‘ Coeliac disease

:

}

[ GFD?

[ 1]
: u
L

10r coeliac disease-specific lgG based tests, e.q. anti-DGP (1gG), anti-tTG (laG) er EmA (IgG); 2Upper limit of normal; *EMA or
DQ2/DQ8; *From second blood sample, as additional control; Ambiguous result, false-positive anti-tTG result?, false-negative

HLA test?, biopsy should be considered; ®False-negative biopsy or false-positive serological result?: "Gluten-free diet

2. Persons without specific symptoms (with genetic risk for coeliac disease, increased risk for coeliac

disease e.q. in first-degree relatives of coeliac disease patients, persons with other autoimmune

diseases (e.g. diabetes mellitus type 1), with selective IgA deficiency or genetic syndromes (e.q.

Down syndrome))

Asymptomatic persons with high genetic risk for coeliac disease
First-degree relatives of coeliac disease patients; persons with other autoimmune disease (e.g. diabetes mellitus type 1), with
selective IgA deficiency or genetic syndromes (e.g. Down syndrome)

l

\ HLA-DQ2/DQ8

®

o

I Anti-tTG (IgA) and total IgA’

|®

|®

No coeliac disease risk

l Anti-tTG >3x ULN?

l &

Anti-tTG <3x ULN?

l

No coeliac disease
Clarify: IgA deficiency?
Age <2 Jahre?
GFD®?

Biopsy?®
(prerequisite!)

l l

‘ Marsh 0-1 ‘ ‘ Marsh 2-3
| !
‘ 2 ‘ ‘ Coeliac dis. ‘

EmA

©

Consider further testing at intervals or
if corresponding symptoms are present

Transient or false-positive

anti-tTG (IgA)?
!

Normal diet
and further observation

'0r coeliac disease-specific 1gG based tests, e.g. anti-DGP (1gG), anti4TG (lgG) or EmA (lgG); *Upper
limit of normal; *From bulbus duodeni and 4x from pars descendens; *Ambiguous result, false-negative
biopsy of false-positive serological result?, silent/latent coeliac disease?; *Gluten-free diet
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EUROLINE Food Dairy and Nuts (IgE)
Instructions for use

ORDER NO. | ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT
DP 3427-1601 E Food allergens IgE Test strips coated with | ;¢\ 1 (16
allergens

Indication: The EUROLINE test kit enables the detection of specific IgE to support the diagnosis of
sensitisations leading to allergy-associated symptoms, e.g. conjunctivitis, rhinitis or gastrointestinal
problems.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with samples in the first reaction step. If samples contain specific
antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens .
1 12, 175 178, 113, 117, 120, 144, 1158, 256, CCD 16 strips
2. Enzyme conjugate,
Alkaline phosphatase-labelled anti-human IgE (mouse), 1x30ml
ready for use
3. Universal buffer, 10x concentrated 1 x 100 ml | BUFFER 10x |
4. Substrate solution,
Nitroblue tetrazolium chloride/5-bromo-4-chloro-3-indolylphosphate | 1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels [ TRAY]
6. Instructions for use 1 booklet
Lot description c € | Storage temperature
In vitro diagnostic medical device w Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test

kits. They are available from EUROIMMUN under the following order numbers:

- ZD 9897-20030, ZD 9897-20030-1 Incubation tray (volume-reduced 400 pl) with 30 channels (black,
compatible with EUROBIotMaster and EUROBIotCamera System)

- ZD 9897-12044, ZD 9897-12044-1 Incubation tray (volume-reduced 400 pl) with 44 channels (black,
compatible with EUROBIotOne, EUROBIotMaster and EUROBIotCamera System)

- ZD 9895-20030, ZD 9895-20030-1 Incubation tray (volume 1 ml) with 30 channels (black, compatible
with EUROBIotMaster and EUROBIlotCamera System)

- ZD 9898-3044, ZD 9898-3044-1 Incubation tray (volume 1 ml) with 44 channels (black, compatible
with EUROBIotOne, EUROBIotMaster and EUROBIotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you

require green paper and adhesive foil:

- ZD 9880-0101 Green paper (1 sheet)

- ZD 9885-0116 Adhesive foil for approx. 16 test strips

- ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Updates with respect to the previous version are marked in grey.
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Warnings and precautions

e Do not use the test kit if the packaging of the reagents is damaged.

e Before using the product, read the instructions for use carefully. Only use the valid version provided
with the product.

¢ EUROIMMUN reagents must not be mixed with or replaced by reagents from other manufacturers.

e Observe Good Laboratory Practice (GLP) and safety guidelines. Some of the reagents contain
preservatives in non-declarable concentrations. Avoid eye and skin contact with samples and
reagents. In case of eye or skin contact, rinse thoroughly with water. Remove and wash
contaminated clothing. In case of ingestion, obtain medical advice.

Preparation and stability of the reagents

Note: This test kit may only be used by trained personnel. Test strips and incubation trays are intended
for single use. All reagents must be brought to room temperature (+18°C to +25°C) before use.
Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After initial
opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working-strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working-strength universal buffer is used for the
dilution of samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml buffer
concentrate should be diluted with 18.0 ml water. The working-strength universal buffer should be
used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light.

Storage and stability: The test kit must be stored at a temperature between +2°C and +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Samples and incubated test strips should be handled as infectious waste. Other
reagents do not need to be collected separately, unless stated otherwise in official regulations.

Quality control

A suitable serum or plasma sample may be used for internal quality control. It is imperative to ensure
compliance with national requirements. Participation in external quality controls, such as quality
assessment programs, is recommended. Due to possible differences in individual test conditions, a
deviation of the test result by +/- 1 EAST class is within the limits of test accuracy.
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Preparation and stability of the samples

Sample material: Human serum or EDTA, heparin or citrate plasma.

Notes

e The use of products approved for the collection, storage and transport of serological samples ensures
a sample quantity and quality suitable for the performance of the test.

e All preanalytical procedures must be performed according to the instructions of the manufacturers of
the sample collection systems and to standard regulations, e.g. of the Clinical Laboratory Standards
Institute (CLSI). Procedures for the Handling and Processing of Blood Specimens for Common
Laboratory Tests; Approved Guideline, 4™ edition.

Stability: Samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:
Version a: The samples to be investigated are used undiluted.

Version b: Dilute 175 pl sample with 250 pl working-strength universal buffer and mix thoroughly by
vortexing. The final volume should be 425 pl.

Version c: Dilute 100 pl sample with 1.0 ml working-strength universal buffer and mix thoroughly by
vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of
the channels with 1.0 ml working-strength universal buffer and incubate the
test strips for 5 minutes at room temperature (+18°C to +25°C) on a rocking
shaker (20 to 50 rpm). Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a _(time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 pl of undiluted sample and incubate for
60 minutes at room temperature (+18 C to +25 C) on a rocking shaker (20
to 50 rpm).

Version b (volume-/time-optimised): Fill each channel of the volume-
reduced incubation tray with 425 ul of diluted sample (175 ul sample +
250 ul working-strength universal buffer) and incubate for 2 h at room
temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Version ¢ (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker (20 to
50 rpm) at room temperature (+18°C to +25°C). The use of incubation trays
with capacities of 1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:

Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 pl sample + 300 pl working-strength universal
buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample and
incubation overnight, the incubation volume must be increased to 1.65 ml
(150 pl sample + 1.5 ml working-strength universal buffer).

Caution: Version ¢ is not suitable for volume-reduced trays, 1 ml trays
should be used.

Wash: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with
1.0 ml working-strength universal buffer on a rocking shaker (20 to 50 rpm).

Automatic:
In version c¢ with 1:11 diluted sample and incubation overnight, a volume of
1800 pl must be used for the first wash step.

Conjugate incubation:  Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated anti-
(2" step) human IgE) into each channel and incubate for 60 minutes at room
temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Wash: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml substrate solution into each channel. Incubate for 10 minutes
(3" step) at room temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euroll Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg 16h (version c).

For automated incubation with the EUROBIotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Food Dairy and Nuts (IgE)

Short protocol for manual test performance

Pre-treatment
Insert test strip in an incubation channel

m  Add 1.0ml working-strength universal buffer by pipetting
@ 5min @ Rocking shaker
1. Sample incubation - three possible incubation options
® Remove liquid by aspiration or tilting
m Pipette samples into the tray channels, depending on the selected incubation option
(ZD 9897, for option ¢ also ZD 9895 or ZD 9898)
a) Time-optimised b) Time-optimised/ ¢) Volume-reduced
option volume-reduced option option
400 pl sample 250 pl working-strength 1000ul working-strength
universal buffer universal buffer
175l sample 100yl sample
400 pl total volume 425l total volume 1100l total volume
. Rocking Rocking Rocking
@ 60min @ shaker @ 2h @ shaker @ 12_24h@ shaker
Washing

® Remove liquid by aspiration or tilting
m Wash test strips 3 x S5min with 1.0 ml working-strength universal buffer each

2. Conjugate

m Remove liquid by aspiration or tilting
m Pipette 1.0ml enzyme conjugate into the incubation channels containing the test strips

@ 60min @ Rocking shaker

Washing

m  Remove liquid by aspiration or tilting
m Wash test strips 3 x 5min with 1.0 ml working-strength universal buffer each

3. Substrate incubation

®  Remove liquid by aspiration or tilting
m Pipette 1.0 ml substrate solution into the incubation channels containing the test strips

@ 10min @ Rocking shaker

Stopping
m Remove liquid by aspiration or tilting
m  Wash test strips 3 x 1min with deionised or distilled water

Evaluation
m Fix test strips on the protocol
m Airdry
m Evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLIneScan user manual. The code for entering
the test into EUROLIineScan is Food Dairy and Nuts_V2.

A staining of the indicator band confirms the correct use of all reagents included in the test kit. The test is
considered to be valid if the evaluation of the indicator yields a result of at least EAST class 3. Values
smaller than three are considered as invalid. In this case, the incubation should be repeated with fresh
reagents.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:

Class Concentration [kKU/I] | Result

0 <0.35 No specific antibodies detected.

1 0.35<sIgE < 0.7 Very. !ow_ anfubody titer, frequently no clinical symptoms where
sensitisation is present.

2 0.7 <sIgE < 3.5 Low antlquy titer, existing sensitisation, frequently with clinical
symptoms in the upper range of class.

3 3.5<slge< 175 Significant antibody titer, clinical symptoms usually present.

4 17.5 < sIgE < 50.0 High antibody titer, almost always with clinical symptoms.

5 50.0 < slgE < 100.0 Very high antibody titer.

6 2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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The test strips include the following allergens:

Position Allergen code | Allergen name
1 1 fl Egg white
i E 2 f2 Cow's milk
78 3 f75 Egg yolk
nBos d8 — Casein
= 4 f78 (Cow’s milk)
i E 5 f13 Peanut
f20 6 f17 Hazelnut
L 7 20 Almond
= 8 f144 Pistachio
f256 = 9 158 Cashew nut
] 10 f256 Walnut
11 CCD CCD marker
a Ind Indicator band
CCD mm
Ind

[3427 |01-01]

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Conjugate specificity: The enzyme conjugate (alkaline phosphatase-labelled anti-human IgE (mouse))
does not show any measurable cross-reactivity for human IgA, IgD, IgG and IgM antibodies.

Cross-reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples of cross-reactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, _gquic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, Kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml haemoglobin,
20 mg/ml triglycerides and 0.4 mg/ml bilirubin showed no effect on the analytical results of the present

EUROLINE.
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Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characteristic samples in several test runs. The intra-assay variation was determined by multiple
analyses of characteristic samples in one test run. In every case, the intensity of the bands was within
the specified range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one method of investigation. A
well-founded anamnesis and further laboratory findings should always be taken into account. Skin test
as well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process, which cannot be exactly recapitulated by in vitro
diagnostics Allergens bind to various degrees to the solid phase; which can influence the test results.
For this reason, results obtained with different test systems cannot be easily compared. Due to the lack
of an international standard, both for the allergens and the antibodies detected with these test systems,
the results may show a high degree of variability. It can therefore not be ruled out that results obtained
with different test systems deviate from each other.
Identical results in different patients are not necessarily associated with the same clinical manifestation.

Clinical significance

The term “allergy” was defined in 1906 by the Austrian paediatrician Clemens von Pirquet to mean the
body’s increased ability to react to a foreign substance. Today “allergy” means an oversensitivity to
foreign substances which are normally harmless. Alongside any genetic predisposition, numerous non-
genetic factors also play a role, such as exposure to the allergen, nutritional condition, existing chronic
diseases and acute viral infections. Atopy is a hereditary disposition to developing allergic reactions such
as allergic asthma, rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE anti-
bodies are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate-type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).
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A food allergy is an IgE-mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity of proteins which are
present in both the food as well as in the corresponding inhalation allergens of plant origin. For example,
patients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazelnut, potato
or kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration in the course of treatment. However, this does not always correlate
with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the protein
framework of the allergens. Some patients develop specific antibodies against these carbo-hydrate
structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are present
in many plant and animal allergens. Due to their significant similarity in structure, CCDs are known to
cause a strong cross-reactivity. Although the importance of specific IgE antibodies against CCDs has not
yet been fully understood, they are considered to be irrelevant for diagnosis in most cases and as such
complicate the interpretation of positive in vitro diagnostic results. For this reason, the determination of
specific IgE antibodies against CCDs may provide useful additional information, especially when positive
IgE results disagree with the clinical picture, and can serve as an interpretation aid in the evaluation of
overall test results.
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Liability

The test kit, including original accessories, must only be used in accordance with the intended use.
EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.
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EUROLINE Food Vegetables (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST | 1G CLASS SUBSTRATE FORMAT

DP 3429-1601 E Food allergens IgE L | 16 x 01 (16)
allergens

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastrointestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (sIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a
multiparameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with patient samples in the first reaction step. If samples contain
specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: .
£10, f14, 186, £25, 31, 35, 185, {46, 1244, 1292, CCD 16 strips
2. Enzyme conjugate,
Alkaline phosphatase-labelled anti-human IgE (mouse), 1 x 20 ml
ready for use
3. Universal buffer 1 x 100 ml

10x concentrated

4. Substrate solution

Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3-indolylphosphate |1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels [TRAY|
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
Lot description ( E | Storage temperature

In vitro diagnostic medical device ¢ Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 pl) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 pl) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIotOne,
EUROBIotMaster and EUROBIlotCamera System)

Modifications to the former version are marked in grey.
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For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working strength universal buffer is used for the
dilution of patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml
buffer concentrate should be diluted with 18.0 ml water. The working strength universal buffer should
be used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %X,

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste.
Other reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 ul working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 pl patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working strength universal buffer and incubate the test
strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a (time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 pl of undiluted sample and incubate for 60 minutes
at room temperature (+18°C to +25°C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pl of diluted sample (175 ul sample + 250 pl working
strength universal buffer) and incubate for 2 h at room temperature (+18°C to
+25°C) on a rocking shaker.

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities of
1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:
Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 yl sample + 300 ul working strength universal buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample
overnight, the incubation volume must be increased to 1.65 ml (150 pl sample
+ 1.5 ml working strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with
1.0 ml working strength universal buffer on a rocking shaker.

Automatic:
In version ¢ with 1:11 diluted sample overnight, a volume of 1800 ul must be
used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated anti-
(2" step) human IgE) into each channel. Incubate for 60 minutes at room temperature
(+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel. Incubate for
(3" step) 10 minutes at room temperature (+18°C to +25°C) on a rocking shaker.
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euroll Allerg ELG60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Food Vegetables (IgE)

Incubation protocol

Pre-treatment

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Rocking shaker

[ 3 possible incubation variants

1.a) Sample incubation
(time-optimised version)

Aspirate off fluid and pipette 400 ul of
undiluted sample into each channel of
the volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation
(volume-/time-optimised version)
Aspirate off fluid and pipette
425 pl of diluted sample (175 pl sample +
250 ul working strength universal buffer)
into each channel
Automated: 210 pl sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation

(volume-optimised version)
Aspirate off fluid and pipette 1.1 ml of

1:11 diluted sample into each channel

Automation: 1.65 ml
(incubation tray
ZD 9895-0130/ ZD 9898-0144)

‘ @ ‘Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

universal buffer each

2. Incubation with conjugate
Aspirate off, pipette 1.0 ml of enzyme conjugate into the

incubation channel containing the blot strip

60 min [|Rocking shaker

\/

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

universal buffer each

3. Incubation with substrate

Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing

the blot strip

Rocking shaker

Stopping

Aspirate off, wash each strip 3 x 1 minute with

deionised or distilled water

Evaluate

Fix the test strips to the evaluation protocol,

air dry and evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIneScan is Food Vegetables PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] |Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.
Low antibody titer, existing sensitisation, frequently with clinical

1 0.35=<sIlge <0.7

2 0.7 <slgE <3.5 :
symptoms in the upper range of class.
3 3.5<sIlgE <17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 < sIlgkE < 50.0 High antibody titer, almost always with clinical symptoms.
5 50.0 < slgE <100.0 Very high antibody titer.
6 =2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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Allergens: The test strips include the following allergens:

Position Allergen code | Allergen name
ol 1 f10 Sesame
= 2 f14 Soybean
s 3 f86 Parsley
Egé = 4 f25 Tomato
' 5 f31 Carrot
46 6 f35 Potato
Ceg= 7 f85 Celery
8 f46 Pepper (vegetable)
9 f244 Cucumber
10 292 Corn
11 CCD CCD marker
12 Ind Indicator band
o | *The following labels may exist: PL FO-01-01, 3429 | 01-01
§ *

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes O to 6.

Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples of crossreactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, _ga_rlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, Kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, Kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.
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Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards - neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.

Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE antibodies
are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).
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A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery,
hazelnut, potato or kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific 1IgG antibody concentration during the course of treatment. However, this does not always
correlate with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these
carbohydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant.
CCDs are present in many plant and animal allergens. Due to their significant similarity in structure,
CCDs are known to cause a strong cross reactivity. Although the importance of specific IgE antibodies
against CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in
most cases and as such complicate the interpretation of positive in vitro diagnostic results. For this
reason, the presence of specific IgE antibodies against CCDs may provide useful additional information,
especially when positive IgE results disagree with the clinical picture, and can serve as an interpretation
aid in the evaluation of overall test results.

Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified,
biochemically characterised antigens are used as antigen-containing solid phase.

The membranes are fixed to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of
allergic reactions to inhalation allergens, food allergens and cross-reacting allergens
(pollen-associated food allergies). Antibodies against up to 36 allergens per strip can be detected
monospecifically in parallel. EUROLINE tests with different allergen configurations are available for
different diagnostic applications, for example atopy, inhalation, food and cross reactions. Fully
automated processing of immunoblot tests, including sample pipetting, incubation and evaluation of test
strips, is provided by the blot processor EUROBIotOne and the evaluation software EUROLineScan.
Alternatively, the incubation and evaluation of test strips can be automated using the EUROBIotMaster
system in combination with EUROLIineScan. Microplate ELISA are used to determine the total IgE
concentration in the serum in order to differentiate between allergic and intrinsic asthma, between rhinitis
allergica and vasomotorica and between atopic and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter
ELISA allows the determination of allergen-specific IgE concentrations in the serum to investigate
allergic reactions to more than 600 different allergens and allergen mixtures. This test method can also
be performed and evaluated automatically.
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EUROLINE Food Flour and Meat (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT

DP 3428-1601 E Food allergens IgE Jeststiipscoatedwity | (¢, ) (1)
allergens

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastrointestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (sIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a
multiparameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with patient samples in the first reaction step. If samples contain
specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: 16 strips

f4, 15, 17, 19, 126, f27, 183, 179, {3, f24, CCD
2. Enzyme conjugate

Alkaline phosphatase-labelled anti-human IgE (mouse), 1x20 ml
ready for use
3. Universal buffer
10x concentrated 1 x 100 ml
4. Substrate solution
Nitroblue tetrazolium chloride/5-bromo-4-chloro-3-indolylphosphate |1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels [TRAY |
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
LOT| Lot description ( E ,ﬂ’ Storage temperature
In vitro diagnostic medical device 22 Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 pl) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 pl) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIotOne,
EUROBIotMaster and EUROBIlotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLiIneScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Modifications to the former version are marked in grey.
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Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working strength universal buffer is used for the
dilution of patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml
buffer concentrate should be diluted with 18.0 ml water. The working strength universal buffer should
be used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %%,

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste.
Other reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to 14 days.
Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 pl working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 ul patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of
the channels with 1.0 ml working strength universal buffer and incubate the
test strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a _(time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 pl of undiluted sample and incubate for
60 minutes at room temperature (+18°C to +25°C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-
reduced incubation tray with 425 pl of diluted sample (175 pl sample +
250 pl working strength universal buffer) and incubate for 2 h at room
temperature (+18°C to +25°C) on a rocking shaker.).

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities
of 1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:

Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 pl sample + 300 pl working strength universal
buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample
overnight, the incubation volume must be increased to 1.65 ml (150 pl
sample + 1.5 ml working strength universal buffer).

Caution: Version c¢ is not suitable for volume-reduced trays, 1 ml trays
should be used.

Wash: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with
1.0 ml working strength universal buffer on a rocking shaker.

Automatic:
In version ¢ with 1:11 diluted sample overnight, a volume of 1800 ul must be
used for the first wash step.

Conjugate incubation:  Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated
(2" step) anti-human IgE) into each channel. Incubate for 60 minutes at room
temperature (+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel. Incubate for
(3" step) 10 minutes at room temperature (+18°C to +25°C) on a rocking shaker.
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euroll Allerg ELG60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Food Flour and Meat (IgE)

Incubation protocol

Pre-treatment

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Rocking shaker

[3 possible incubation variants

1.a) Sample incubation
(time-optimised version)

Aspirate off fluid and pipette
400 pl of undiluted sample into each
channel of the volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation
(volume-/time-optimised version)
Aspirate off fluid and pipette 425 ul of
diluted sample (175 pl sample + 250 pl
working strength universal buffer)
into each channel
Automated: 210 pl sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation
(volume-optimised version)

Aspirate off fluid and pipette 1.1 ml of
1:11 diluted sample into each channel
Automation: 1.65 ml
(incubation tray
ZD 9895-0130 / ZD 9898-0144)

12 -24 h

Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

2. Incubation with conjugate

Aspirate off, pipette 1.0 ml of enzyme conjugate into the
incubation channel containing the blot strip

Rocking shaker

Washing
Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

3. Incubation with substrate
Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing
the blot strip

Rocking shaker

Stopping
Aspirate off, wash each strip 3 x 1 minute with
deionised or distilled water

Evaluate

Fix the test strips to the evaluation protocol,
air dry and evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIneScan is Food Flour/Meat PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] |Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.
Low antibody titer, existing sensitisation, frequently with clinical

1 0.35=<sIlge <0.7

2 0.7 <slgE <3.5 :
symptoms in the upper range of class.
3 3.5<sIlgE <17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 < sIlgkE < 50.0 High antibody titer, almost always with clinical symptoms.
5 50.0 < slgE <100.0 Very high antibody titer.
6 =2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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Allergens: The test strips include the following allergens:

Position Allergen code | Allergen name
= 1 f4 Wheat flour
- 2 f5 Rye flour

| 3 f7 Oat flour
o7 = 4 f9 Rice
- 5 26 Pork
i 6 f27 Beef
= 7 83 Chicken
' 8 79 Gluten
9 f3 Codfish
10 f24 Shrimp/Prawn
11 CCD CCD marker
12 Ind Indicator band
! *The following labels may exist: PL FO2-01-01, 3428 | 01-01
CCD  mm
=l *

Test characteristics
Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes O to 6.
Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a

patient also attach to identical epitopes of homologous protein allergens.

Examples of cross reactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, ga_rlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, Kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, Kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.
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Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards — neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.

Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE anti-
bodies are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).



Medizinische

EUROIMMUN Labordiagnostika m

AG

A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazel-
nut, potato or Kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration during the course of treatment. However, this does not always corre-
late with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these carbo-
hydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are
present in many plant and animal allergens. Due to their significant similarity in structure, CCDs are
known to cause a strong cross reactivity. Although the importance of specific IgE antibodies against
CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in most cases
and as such complicate the interpretation of positive in vitro diagnostic results. For this reason, the
presence of specific IgE antibodies against CCDs may provide useful additional information, especially
when positive IgE results disagree with the clinical picture, and can serve as an interpretation aid in the
evaluation of overall test results.

Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified, bio-
chemically characterised antigens are used as antigen-containing solid phase. The membranes are fixed
to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of allergic reactions to
inhalation allergens, food allergens and cross-reacting allergens (pollen-associated food allergies). Anti-
bodies against up to 36 allergens per strip can be detected monospecifically in parallel. EUROLINE tests
with different allergen configurations are available for different diagnostic applications, for example
atopy, inhalation, food and cross reactions. Fully automated processing of immunoblot tests, including
sample pipetting, incubation and evaluation of test strips, is provided by the blot processor
EUROBIotOne and the evaluation software EUROLineScan. Alternatively, the incubation and evaluation
of test strips can be automated using the EUROBIotMaster system in combination with EUROLineScan.
Microplate ELISA are used to determine the total IgE concentration in the serum in order to differentiate
between allergic and intrinsic asthma, between rhinitis allergica and vasomotorica and between atopic
and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter ELISA allows the determination of allergen-
specific IgE concentrations in the serum to investigate allergic reactions to more than 600 different
allergens and allergen mixtures. This test method can also be performed and evaluated automatically.
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EUROLINE Food Fruits (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT
Test strips coated with
DP 3430-1601 E Food allergens IgE allergens 16 x 01 (16)

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastro-intestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (sIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a
multiparameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with patient samples in the first reaction step. If samples contain
specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: 16 strips

f44, 149, 184, 192, 195, 197, f122, {237, 329, fs32, CCD

2. Enzyme conjugate,
Alkaline phosphatase-labelled anti-human IgE (mouse), ready for use 1x20 ml

3. Universal buffer 1 x 100 ml

10x concentrated

4. Substrate solution

Nitroblue tetrazolium chloride/5-bromo-4-chloro-3-indolylphosphate |1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels | TRAY |
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
Lot description c € | Storage temperature

In vitro diagnostic medical device ¢ Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 ul) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 ul) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIlotOne,
EUROBIotMaster and EUROBIlotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Modifications to the former version are marked in grey.
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Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

Enzyme conjugate: Ready for use. Mix thoroughly before using.

Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength buffer shake the bottle. The amount required should be removed from the bottle
using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special membrane
used for the present EUROLINE the working strength universal buffer is used for the dilution of
patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml buffer
concentrate should be diluted with 18.0 ml water. The working strength universal buffer should be
used on the same working day.

Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %%,

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste.
Other reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to 14 days.
Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 pl working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 pl patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of
the channels with 1.0 ml working strength universal buffer and incubate the
test strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a _(time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 pl of undiluted sample and incubate for
60 minutes at room temperature (+18 C to +25 C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-
reduced incubation tray with 425 pl of diluted sample (175 pl sample +
250 pl working strength universal buffer) and incubate for 2 h at room
temperature (+18°C to +25°C) on a rocking shaker.).

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities of
1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:

Version b _(volume-/time-optimised): The incubation volume must be
increased to 510 yl (210 pl sample + 300 pl working strength universal
buffer).

Version ¢ _(volume-optimised): In version ¢ with 1:11 diluted sample
overnight, the incubation volume must be increased to 1.65 ml (150 pl
sample + 1.5 ml working strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays
should be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with

1.0 ml working strength universal buffer on a rocking shaker.

Automatic:

In version ¢ with 1:11 diluted sample overnight, a volume of 1800 pl must be
used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated
(2" step) anti-human IgE) into each channel and incubate for 60 minutes at room
temperature (+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel. Incubate for
(3" step) 10 minutes at room temperature (+18°C to +25°C) on a rocking shaker.
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euroll Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Food Fruits (IgE)

Incubation protocol

Pre-treatment

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Rocking shaker

[ 3 possible incubation variants

1.a) Sample incubation
(time-optimised version)

Aspirate off fluid and pipette 400 ul of
undiluted sample into each channel of
the volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation

(volume-/time-optimised version)
Aspirate off fluid and pipette
425 pl of diluted sample (175 pl sample +
250 pl working strength universal buffer)
into each channel
Automated: 210 pl sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation
(volume-optimised version)
Aspirate off fluid and pipette 1.1 ml of
1:11 diluted sample into each
channel
Automation: 1.65 ml
(incubation tray
ZD 9895-0130 / ZD 9898-0144)

Lol 1)

12 - 24 h||Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

2. Incubation with conjugate

Aspirate off, pipette 1.0 ml of enzyme conjugate into the
incubation channel containing the blot strip

Rocking shaker

Washing
Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

3. Incubation with substrate
Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing
the blot strip

Rocking shaker

Stopping
Aspirate off, wash each strip 3 x 1 minute with
deionised or distilled water

Evaluate

Fix the test strips to the evaluation protocol,
air dry and evaluate

4
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIneScan is Food Fruits PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] |Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.

Low antibody titer, existing sensitisation, frequently with clinical

1 0.35=<sIlge <0.7

2 0.7 <slgE <3.5 :
symptoms in the upper range of class.
3 3.5<sIlgE <17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 <slIgE < 50.0 High antibody titer, almost always with clinical symptoms.
5 50.0 < slgE <100.0 Very high antibody titer.
6 >100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.



Medizinische

EUROIMMUN Labordiagnostika I N H N B

AG

Allergens: The test strips include the following allergens:

Position Allergen code | Allergen name
i = 1 f44 Strawberry
02 = 2 f49 Apple
_ 3 84 Kiwi
o= 4 {92 Banana
' 5 f95 Peach
237 6 fo7 Cherry
52 7 122 Olive
8 1237 Apricot
9 1329 Watermelon
10 fs32 Citrus mix 2 (30, f32, {33, 134)
11 CCD CCD marker
12 Ind Indicator band
*The following labels may exist: PL FO4-01-01, 3430 | 01-01
CCD e

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples of cross-reactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, _ga}rlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, Kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.
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Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards - neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.

Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE anti-
bodies are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).
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A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazel-
nut, potato or Kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration during the course of treatment. However, this does not always corre-
late with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these carbo-
hydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are
present in many plant and animal allergens. Due to their significant similarity in structure, CCDs are
known to cause a strong cross reactivity. Although the importance of specific IgE antibodies against
CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in most cases
and as such complicate the interpretation of positive in vitro diagnostic results. For this reason, the
presence of specific IgE antibodies against CCDs may provide useful additional information, especially
when positive IgE results disagree with the clinical picture, and can serve as an interpretation aid in the
evaluation of overall test results.

Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified, bio-
chemically characterised antigens are used as antigen-containing solid phase. The membranes are fixed
to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of allergic reactions to
inhalation allergens, food allergens and cross-reacting allergens (pollen-associated food allergies). Anti-
bodies against up to 36 allergens per strip can be detected monospecifically in parallel. EUROLINE tests
with different allergen configurations are available for different diagnostic applications, for example
atopy, inhalation, food and cross reactions. Fully automated processing of immunoblot tests, including
sample pipetting, incubation and evaluation of test strips, is provided by the blot processor
EUROBIotOne and the evaluation software EUROLIineScan. Alternatively, the incubation and evaluation
of test strips can be automated using the EUROBIotMaster system in combination with EUROLineScan.
Microplate ELISA are used to determine the total IgE concentration in the serum in order to differentiate
between allergic and intrinsic asthma, between rhinitis allergica and vasomotorica and between atopic
and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter ELISA allows the determination of allergen-
specific IgE concentrations in the serum to investigate allergic reactions to more than 600 different
allergens and allergen mixtures. This test method can also be performed and evaluated automatically.
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EUROLINE Inhalation Grass and Weeds (IgE)
Test instruction

ORDER NO. | ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT
DP 3129-1601 E Inhalation allergens IgE Test strips coated with | ¢, 1 (16
allergens

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastrointestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (SIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a multi-
parameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with patient samples in the first reaction step. If samples contain
specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: 16 strips

g1, g3, g6, g12, wl, w6, w9, wi0, wl03, w203, CCD

2. Enzyme conjugate

Alkaline phosphatase-labelled anti-human-IgE (mouse), 1x20ml
ready for use
3. Universal buffer 1% 100 ml

10x concentrated

4. Substrate solution

Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3-indolylphosphate |1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels | TRAY]
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
Lot description c € | Storage temperature

IVD| In vitro diagnostic medical device w Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 pul) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 pul) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIotOne,
EUROBIotMaster and EUROBIlotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation travs the adhesive foil can be used as well

Modifications to the former version are marked in grey.
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Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working strength universal buffer is used for the
dilution of patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml
buffer concentrate should be diluted with 18.0 ml water. The working strength universal buffer should
be used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %,

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste. Other
reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 pl working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 pl patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working strength universal buffer and incubate the test
strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a (time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 ul of undiluted sample and incubate for 60 minutes
at room temperature (+18 C to +25 C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pl of diluted sample (175 ul sample + 250 pl working
strength universal buffer) and incubate for 2 h at room temperature (+18°C to
+25°C) on a rocking shaker.

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities of
1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:
Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 pl sample + 300 ul working strength universal buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample
overnight, the incubation volume must be increased to 1.65 ml (150 pl sample
+ 1.5 ml working strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with
1.0 ml working strength universal buffer on a rocking shaker.

Automatic:
In version ¢ with 1:11 diluted sample overnight, a volume of 1800 pl must be
used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated
(2" step) anti-human IgE) into each channel and incubate for 60 minutes at room
temperature (+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel. Incubate for
(3" step) 10 minutes at room temperature (+18°C to +25°C) on a rocking shaker.
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.
For automated incubation with the EUROBIlotMaster select the program Euroll Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIotOne select the program EURO 11 Allergy ELG60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).



EUROIMMUN

Medizinische
Labordiagnostika
AG

A N N N N

EUROLINE Inhalation Grass and Weeds (IgE)

Incubation protocol

Pre-treatment

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Rocking shaker

[ 3 possible incubation variants

1.a) Sample incubation
(time-optimised version)

Aspirate off fluid and pipette 400 pl of
undiluted sample into each channel of the
volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation
(volume-/time-optimised version)
Aspirate off fluid and pipette
425 pl of diluted sample (175 pl sample +
250 ul working strength universal buffer)
into each channel
Automated: 210 pul sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation
(volume-optimised version)

Aspirate off fluid and pipette 1.1 ml of
1:11 diluted sample into each channel
Automation: 1.65 ml
(incubation tray
ZD 9895-0130 / ZD 9898-0144)

Ll 2]

12-24nh

Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

2. Incubation with conjugate
Aspirate off, pipette 1.0 ml of enzyme conjugate into the
incubation channel containing the blot strip

Rocking shaker

Washing
Aspirate off, wash 3 x 5 min with 1.0 ml working strength
universal buffer each

3. Incubation with substrate
Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing
the blot strip

Rocking shaker

Stopping
Aspirate off, wash each strip 3 x 1 minute with
deionised or distilled water

Evaluate

Fix the test strips to the evaluation protocol,

air dry and evaluate

4
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIneScan is Inh Grass/Weeds PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLIneScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.

Low antibody titer, existing sensitisation, frequently with clinical

1 0.35<slgE < 0.7

2 0.7<slge<3.5 :
symptoms in the upper range of class.
3 3.5<slgg<17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 < slgE < 50.0 High antibody titer, almost always with clinical symptoms.
5 50.0 < slgE < 100.0 Very high antibody titer.
6 =2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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Allergens: The test strips include the following allergens:

Position Allergen code | Allergen name
§§ = 1 gl Sweet vernal grass
oi2 p 2 g3 Orchard grass
L] 3 g6 Timothy grass
= 4 g12 Cultivated rye
5 wl Common ragweed
wio m 6 w6 Mugwort
w203 = 7 w9 English plantain
8 w10 Goosefoot
9 w103 Nettle
10 w203 Rape
11 CCD CCD marker
12 Ind Indicator band
*The following labels may exist: PL IN2-01-01, 3129 | 01-01
CCD )

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples for cross reactivitiy between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, garlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, Kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, Kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, Kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.
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Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Sensitivity and specificity: The sensitivity of the EUROLINE with respect to the ImmunoCAP system is
for timothy grass (g6) 90%, for birch (t3) 90%, for Dermatophagoides pteronyssinus (d1) 83%, for
Dermatophagoides farinae (d2) 84%, for cat (el) 98% and for horse (e3) 82%.

The specificity of the EUROLINE with respect to the ImmunoCAP system is for timothy grass (g6) 100%,
for birch (t3) 92%, for Dermatophagoides pteronyssinus (d1) 100%, for Dermatophagoides farinae (d2)
86%, for cat (el) 91% and for horse (e3) 100%.

Timothy grass (g6) EUROLINE Birch (t3) EUROLINE
n=94 pos. | neg. n =97 pos. | neg.
pos. 64 7 pos. 55 6
ImmunoCAP neg. 0 23 ImmunoCAP neg. 3 33
Dermatoph. pt. (d1) EUROLINE Dermatoph. far. (d2) EUROLINE
n=44 pos. | neg. n =45 pos. | neg.
pos. 25 5 pos. 26 5
ImmunoCAP neg. 0 14 ImmunoCAP neg. 2 12
Cat (el) EUROLINE Horse (e3) EUROLINE
n=74 pos. | neg. n=34 pos. | neg.
pos. 50 1 pos. 9 2
ImmunoCAP neg. 2 21 ImmunoCAP neg. 0 23

Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards - neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.
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Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequent occurring allergy is a type | hypersensitivity reaction, in which specific IgE antibodies
are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).

A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery,
hazelnut, potato or kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific 1gG antibody concentration during the course of treatment. However, this does not always
correlate with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these
carbohydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant.
CCDs are present in many plant and animal allergens. Due to their significant similarity in structure,
CCDs are known to cause a strong cross reactivity. Although the importance of specific IgE antibodies
against CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in
most cases and as such complicate the interpretation of positive in vitro diagnostic results. For this
reason, the presence of specific IgE antibodies against CCDs may provide useful additional information,

especially when positive IgE results disagree with the clinical picture, and can serve as an interpretation
aid in the evaluation of overall test results.

Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified,
biochemically characterised antigens are used as antigen-containing solid phase. The membranes are
fixed to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of allergic reactions to
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inhalation allergens, food allergens and cross-reacting allergens (pollen-associated food allergies). Anti-
bodies against up to 36 allergens per strip can be detected monospecifically in parallel. EUROLINE tests
with different allergen configurations are available for different diagnostic applications, for example
atopy, inhalation, food and cross reactions. Fully automated processing of immunoblot tests, including
sample pipetting, incubation and evaluation of test strips, is provided by the blot processor
EUROBIotOne and the evaluation software EUROLineScan. Alternatively, the incubation and evaluation
of test strips can be automated using the EUROBIotMaster system in combination with EUROLineScan.
Microplate ELISA are used to determine the total IgE concentration in the serum in order to differentiate
between allergic and intrinsic asthma, between rhinitis allergica and vasomotorica and between atopic
and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter ELISA allows the determination of allergen-
specific IgE concentrations in the serum to investigate allergic reactions to more than 600 different
allergens and allergen mixtures. This test method can also be performed and evaluated automatically.
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EUROLINE Inhalation Indoor allergens (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST | 1G CLASS SUBSTRATE FORMAT

DP 3131-1601E | Inhalation allergens IgE Test strips coated with | 15, 1 (16)
allergens

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastro-intestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (sIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a
multiparameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergens. The test strips
are first moistened and then incubated with patient samples in the first reaction step. If samples contain
specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: .
dsf, esZ,piG, e7, m1, m2, m3, m5, ?na, m37, CCD 16 strips
2. Enzyme conjugate
Alkaline phosphatase-labelled anti-human-IgE (mouse), 1 x 20 ml
ready for use
e e, 1x 100
4. Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3- 1 x 30 ml
indolylphosphate (NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels | TRAY |
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
Lot description c € | Storage temperature

IVD| In vitro diagnostic medical device w Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 ul) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 pl) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIotOne,
EUROBIotMaster and EUROBIlotCamera System)

Modifications to the former version are marked in grey.
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For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working strength universal buffer is used for the
dilution of patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml
buffer concentrate should be diluted with 18.0 ml water. The working strength universal buffer should
be used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %¥.

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste. Other
reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 pl working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 ul patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working strength universal buffer and incubate the test
strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a (time-optimised): Fill each channel of the volume-reduced incubation
tray with 400 pl of undiluted sample and incubate for 60 minutes at room
temperature (+18 C to +25 C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pl of diluted sample (175 pl sample + 250 ul working
strength universal buffer) and incubate for 2 h at room temperature (+18°C to
+25°C) on a rocking shaker.

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities of
1 ml and 400 ul is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:
Version b (volume-/time-optimised): The incubation volume must be increased
to 510 ul (210 pl sample + 300 ul working strength universal buffer).

Version c (volume-optimised): In version ¢ with 1:11 diluted sample overnight,
the incubation volume must be increased to 1.65 ml (150 pl sample + 1.5 ml
working strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with

1.0 ml working strength universal buffer on a rocking shaker.

Automatic:
In version ¢ with 1:11 diluted sample overnight, a volume of 1800 pl must be
used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated
(2" step) anti-human IgE) into each channel and incubate for 60 minutes at
room temperature (+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.

Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel.

(3" step) Incubate for 10 minutes at room temperature (+18°C to +25°C) on a rocking
shaker.

Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.

For automated incubation with the EUROBIlotMaster select the program Euroll Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Inhalation Indoor allergens (IgE)

Incubation protocol

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Pre-treatment

Rocking shaker

[ 3 possible incubation variants

1.a) Sample incubation
(time-optimised version)
Aspirate off fluid and pipette 400 pul of
undiluted sample into each channel of the
volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation

(volume-/time-optimised version)
Aspirate off fluid and pipette
425 pl of diluted sample (175 pl sample +
250 pl working strength universal buffer)
into each channel
Automated: 210 pl sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation
(volume-optimised version)

Aspirate off fluid and pipette 1.1 ml of
1:11 diluted sample into each channel
Automation: 1.65 ml
(incubation tray
ZD 9895-0130 / ZD 9898-0144)

Ll 12l

12 -24 h

Rocking shaker

\/

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

Washing

universal buffer each

2.

Aspirate off, pipette 1.0 ml of enzyme conjugate into the
incubation channel containing the blot strip

Incubation with conjugate

Rocking shaker

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

Washing

universal buffer each

3.

Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing

Incubation with substrate

the blot strip

Rocking shaker

Aspirate off, wash each strip 3 x 1 minute with

Stopping

deionised or distilled water

Fix the test strips to the evaluation protocol,

Evaluate

air dry and evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIineScan is Inh Indoor all. PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLineScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] | Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.

Low antibody titer, existing sensitisation, frequently with clinical

1 0.35<sIge <0.7

2 0.7 <slgE <3.5 symptoms in the upper range of class.

3 3.5<slge <17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 < slgk < 50.0 High antibody titer, almost always with clinical symptoms.

5 50.0 < slgE <100.0 Very high antibody titer.

6 2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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Allergens: The test strips include the following allergens:

, Position Allergen code | Allergen name
= 1 ds1 House dust mite mix 1 (d1, d2)
- 2 es2 Feather mix 1 (e85, e111, duck feathers)
ae O 3 i6 Cockroach, German
pcg= 4 e’ Pigeon droppings
W 5 m1 Penicillium notatum / Penicillium chrysogenum
= 6 m2 Cladosporium herbarum
™M 7 m3 Aspergillus fumigatus
8 m5 Candida albicans
9 me6 Alternaria alternata
10 m37 Trichophyton mentagrophytes
11 CCD CCD marker
12 Ind Indicator band
e L] *The following labels may exist: PL IN4-01-01, 3131 | 01-01
Ind -
al *

Test characteristics
Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.
Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or

botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples for cross-reactivitiy between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, garlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, Kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the
present EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Sensitivity and specificity: The sensitivity of the EUROLINE with respect to the ImmunoCAP system is
for timothy grass (g6) 90%, for birch (t3) 90%, for Dermatophagoides pteronyssinus (d1) 83%, for
Dermatophagoides farinae (d2) 84%, for cat (e1) 98% and for horse (e3) 82%.
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The specificity of the EUROLINE with respect to the ImmunoCAP system is for timothy grass (g6) 100%,
for birch (t3) 92%, for Dermatophagoides pteronyssinus (d1) 100%, for Dermatophagoides farinae (d2)
86%, for cat (e1) 91% and for horse (e3) 100%.

Timothy grass (g6) EUROLINE Birch (t3) EUROLINE
n=94 pos. | neg. n=97 pos. | neg.
pos. 64 7 pos. 55 6
ImmunoCAP neg. 0 23 ImmunoCAP neg. 3 33
Dermatoph. pt. (d1) EUROLINE Dermatoph. far. (d2) EUROLINE
n =44 pos. | neg. n =45 pos. | neg.
pos. 25 5 pos. 26 5
ImmunoCAP neg. 0 14 ImmunoCAP neg. 2 12
Cat (el) EUROLINE Horse (e3) EUROLINE
n=74 pos. | neg. n =34 pos. | neg.
pos. 50 1 pos. 9 2
ImmunoCAP neg. 2 21 ImmunoCAP neg. 0 23

Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards — neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.

Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).



Medizinische

EUROIMMUN Labordiagnostika m

AG

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE anti-
bodies are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).

A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazel-
nut, potato or kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration during the course of treatment. However, this does not always corre-
late with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these carbo-
hydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are
present in many plant and animal allergens. Due to their significant similarity in structure, CCDs are
known to cause a strong cross reactivity. Although the importance of specific IgE antibodies against
CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in most cases
and as such complicate the interpretation of positive in vitro diagnostic results. For this reason, the
presence of specific IgE antibodies against CCDs may provide useful additional information, especially
when positive IgE results disagree with the clinical picture, and can serve as an interpretation aid in the
evaluation of overall test results.

Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified, bio-
chemically characterised antigens are used as antigen-containing solid phase. The membranes are fixed
to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of allergic reactions to
inhalation allergens, food allergens and cross-reacting allergens (pollen-associated food allergies). Anti-
bodies against up to 36 allergens per strip can be detected monospecifically in parallel. EUROLINE tests
with different allergen configurations are available for different diagnostic applications, for example
atopy, inhalation, food and cross reactions. Fully automated processing of immunoblot tests, including
sample pipetting, incubation and evaluation of test strips, is provided by the blot processor
EUROBIotOne and the evaluation software EUROLineScan. Alternatively, the incubation and evaluation
of test strips can be automated using the EUROBIotMaster system in combination with EUROLineScan.
Microplate ELISA are used to determine the total IgE concentration in the serum in order to differentiate
between allergic and intrinsic asthma, between rhinitis allergica and vasomotorica and between atopic
and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter ELISA allows the determination of allergen-
specific IgE concentrations in the serum to investigate allergic reactions to more than 600 different
allergens and allergen mixtures. This test method can also be performed and evaluated automatically.
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EUROLINE Inhalation “Lebanon 2” (IgE)
Instructions for use

ORDER NO. ANTIBODIES AGAINST IG CLASS SUBSTRATE FORMAT

DP 3123-1601-2E| Inhalation allergens IgE Test strips coated with | 45 1 (16
allergens

Indications: The EUROLINE test kit enables the detection of specific IgE to support he diagnosis of
sensitisations leading to allergy-associated symptoms, e.g. conjunctivitis, rhinitis or gastrointestinal
problems.

Principle of the test: The test kit contains test strips coated with 34 different allergens. The test strips
are first moistened and then incubated with samples in the first reaction step. If samples contain specific
antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the bound
antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens
g2, g6, g12, g101, w7, w19, w21, ws24, t2, t3, 17, t9, t16, 123, ts32, 16 strips

m1, m2, m3, m5, m6, d1, d2, e1, e2, e3, e85, es170, es173, u85,
i1, 13, i6, i71, CCD

2. Enzyme conjugate
Alkaline phosphatase-labelled anti-human IgE (mouse), 1x30 ml
ready for use

3. Universal buffer

10x concentrated 1x100 ml
4. Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3- 1x30ml
indolylphosphate (NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels | TRAY |
6. Instructions for use 1 booklet
Lot description c € A Storage temperature
[IVD] In vitro diagnostic medical device w Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test

kits. They are available from EUROIMMUN under the following order numbers:

- ZD 9897-20030, ZD 9897-20030-1 Incubation tray (volume-reduced 400 pul) with 30 channels (black,
compatible with EUROBIotMaster and EUROBIlotCamera System)

- ZD 9897-12044, ZD 9897-12044-1 Incubation tray (volume-reduced 400 ul) with 44 channels (black,
compatible with EUROBIotOne and EUROBIotMaster and EUROBIlotCamera System)

- ZD 9895-20030, ZD 9895-20030-1 Incubation tray (volume 1 ml) with 30 channels (black, compatible
with EUROBIotMaster and EUROBIlotCamera System)

- ZD 9898-3044, ZD 9898-3044-1 Incubation tray (volume 1 ml) with 44 channels (black, compatible
with EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you

require green paper and adhesive foil:

- ZD 9880-0101 Green paper (1 sheet)

- ZD 9885-0116 Adhesive foil for approx. 16 test strips

- ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Updates with respect to the previous version are marked in grey.
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Warnings and precautions

¢ Do not use the test kit if the packaging of the reagents is damaged.

o Before using the product, read the instructions for use carefully. Only use the valid version provided
with the product.

¢ EUROIMMUN reagents must not be mixed with or replaced by reagents from other manufacturers.

o Observe Good Laboratory Practice (GLP) and safety guidelines. Some of the reagents contain
preservatives in non-declarable concentrations. Avoid eye and skin contact with samples and
reagents. In case of eye or skin contact, rinse thoroughly with water. Remove and wash
contaminated clothing. In case of ingestion, obtain medical advice.

Preparation and stability of the reagents

Note: This test kit may only be used by trained personnel. Test strips and incubation trays are intended
for single use. All reagents must be brought to room temperature (+18°C to +25°C) before use.
Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After initial
opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working-strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working-strength universal buffer is used for the
dilution of samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml buffer
concentrate should be diluted with 18.0 ml water. The working-strength universal buffer should be
used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light.

Storage and stability: The test kit must be stored at a temperature between +2°C and +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Samples and incubated test strips should be handled as infectious waste. Other
reagents do not need to be collected separately, unless stated otherwise in official regulations.

Quality control

A suitable serum or plasma sample may be used for internal quality control. It is imperative to ensure
compliance with national requirements. Participation in external quality controls, such as quality
assessment programs, is recommended. Due to possible differences in individual test conditions, a
deviation of the test result by +/- 1 EAST class is within the limits of test accuracy.
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Preparation and stability of the samples

Sample material: Human serum or EDTA, heparin or citrate plasma.

Notes

o The use of products approved for the collection, storage and transport of serological samples ensures
a sample quantity and quality suitable for the performance of the test.

¢ All preanalytical procedures must be performed according to the instructions of the manufacturers of
the sample collection systems and to standard regulations, e.g. of the Clinical Laboratory Standards
Institute (CLSI). Procedures for the Handling and Processing of Blood Specimens for Common
Laboratory Tests; Approved Guideline, 4" edition.

Stability: Samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:
Version a: The samples to be investigated are used undiluted.

Version b: Dilute 175 uyl sample with 250 ul working-strength universal buffer and mix thoroughly by
vortexing. The final volume should be 425 pl.

Version c: Dilute 100 pyl sample with 1.0 ml working-strength universal buffer and mix thoroughly by
vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working-strength universal buffer and incubate the test
strips for 5 minutes at room temperature (+18°C to +25°C) on a rocking
shaker (20 to 50 rpm). Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1¢ step) Version a (time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 pl of undiluted sample and incubate for 60 minutes
at room temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pl of diluted serum sample (175 pl sample + 250 ul
working-strength universal buffer) and incubate for 2 h at room temperature
(+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Version ¢ (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker (20 to
50 rpm) at room temperature (+18°C to +25°C). The use of incubation trays
with capacities of 1 ml and 400 pl is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:

Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 yl sample + 300 uyl working-strength universal
buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample and
incubation overnight, the incubation volume must be increased to 1.65 ml
(150 pl sample + 1.5 ml working-strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with
1.0 ml working-strength universal buffer on a rocking shaker (20 to 50 rpm).

Automatic:
In version ¢ with 1:11 diluted sample and incubation overnight, a volume of
1800 ul must be used for the first wash step.

Conjugate Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated anti-
incubation: human IgE) into each channel and incubate for 60 minutes at room
(2 step) temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml substrate solution into each channel. Incubate for 10 minutes
(3 step) at room temperature (+18°C to +25°C) on a rocking shaker (20 to 50 rpm).
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.

Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.

For automated incubation with the EUROBIlotMaster select the program Euro11 Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg 16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy EL60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Inhalation “Lebanon 2”

Short protocol for manual test performance

Pre-treatment

m Insert test strip in an incubation channel
m  Add 1.0ml working-strength universal buffer by pipetting

@ 5min @ Rocking shaker

1. Sample incubation — three possible incubation options

® Remove liquid by aspiration or tilting
m Pipette samples into the tray channels, depending on the selected incubation option
(ZD 9897, for option c also ZD 9895 or ZD 9898)

a) Time-optimised b) Time-optimised/ ¢) Volume-reduced
option volume-reduced option option
400 ul sample 250 ul working-strength 1000pl working-strength
universal buffer universal buffer
175 ul sample 100 pl sample
400 pl total volume 425l total volume 1100l total volume
: Rocking Rocking Rocking
@ 60min @ shaker @ 2h @ shaker @ 12_24h@ shaker
Washing

® Remove liquid by aspiration or tilting
m Wash test strips 3 x 5min with 1.0 ml working-strength universal buffer each

2. Conjugate

m Remove liquid by aspiration or tilting
m Pipette 1.0ml enzyme conjugate into the incubation channels containing the test strips

@ 60 min @ Rocking shaker

Washing

® Remove liquid by aspiration or tilting
m Wash test strips 3 x 5min with 1.0 ml working-strength universal buffer each

3. Substrate incubation

® Remove liquid by aspiration or tilting
m Pipette 1.0ml substrate solution into the incubation channels containing the test strips

@ 10min @ Rocking shaker

Stopping
m Remove liquid by aspiration or tilting
m Wash test strips 3 x 1 min with deionised or distilled water

Evaluation
m Fix test strips on the protocol
m Airdry
m Evaluate
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIineScan is Inhalation Lebanon 2_V2.

A staining of the indicator band confirms the correct use of all reagents included in the test kit. The test is
considered to be valid if the evaluation of the indicator yields a result of at least EAST class 3. Values
smaller than three are considered as invalid. In this case, the incubation should be repeated with fresh
reagents.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

When using EUROLIineScan the intensity of the bands is calculated in EAST classes of 0-6. EAST is the
abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades identical to
the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] |Result

0 < 0.35 kUI/ No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.

Low antibody titer, existing sensitisation, frequently with clinical
symptoms in the upper range of class.

1 0.35 kU/I = sIgE < 0.7 kU/I

2 0.7 kU/I = slgE < 3.5 kU/I

3 3.5 kU/l = slgE < 17.5 kU/I | Significant antibody titer, clinical symptoms usually present.

4 17.5 kU/I < slgE < 50.0 kU/I | High antibody titer, almost always with clinical symptoms.

5 50.0 kU/I = slgE < 100.0 kU/I | Very high antibody titer.

6 =100 kU/l Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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The test strips include the following allergens:

Position Allergen code |Allergen name
g2 1 g2 Bermuda grass
g6 2 g6 Timothy grass
g%f 3 912 Cultivated rye
4 g101 Cultivated wheat
W 5 w7 Ox-eye daisy
w19 6 w19 Wall pellitory (P. officinalis)
w21 7 w21 Wall pellitory (P. judaica)
ws24 8 ws24 Weed mix 7 (w1, we, w9, w100)
9 t2 Alder
g 10 t3 Birch
t7 11 t7 Oak
t9 12 t9 Olive tree
13 t16 White pine
16 14 t23 Cypress
23 15 ts32 Tree mix 13 (112, t14, t18, t19)
ts32 16 m1 Penicillium notatum
] 17 m2 Cladosporium herbarum
|| 18 m3 Aspergillus fumigatus
m; E 19 m5 Candida albicans
m3 20 m6 Alternaria alternata
— 21 d1 Dermatophagoides pteronyssinus
m5 22 d2 Dermatophagoides farinae
mé 23 el Cat
d1 24 e2 Dog
d2 25 e3 Horse
26 e85 Chicken feathers
g; 27 es170 Animal hair mix 4 (e6, e71, €73, €82, €84)
&3 28 es173 Cage bird mix 3 (€78, €90, €91, e113)
e85 29 u85 Latex
| 30 i1 Honey bee venom
es170 31 i3 Common wasp venom
es173 E 32 i6 Cockroach, German
ugs 33 i71 Mosquito
I 34 CCD CCD marker
i1 = 35 Ind Indicator band
i3
i6 E
i71
ccD
Ind :

[31232|01-10 |
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Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Conjugate specificity: The enzyme conjugate (alkaline phosphatase-labelled anti-human IgE (mouse))
does not show any measurable cross-reactivity for human IgA, IgD, IgG and IgM antibodies.

Cross-reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross-reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples of cross-reactivity between airborne allergens and food allergens:

Inhalation allergens Associated food allergy

Grass Tomato, potato, carrot, celery, garlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, kiwi

Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, Kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml haemoglobin,
20 mg/ml triglycerides and 0.4 mg/ml bilirubin showed no effect on the analytical results of the present
EUROLINE.

Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characteristic samples in several test runs over several days. The intra-assay variation was determined
by multiple analyses of characteristic samples in one test run. In every case, the intensity of the bands
was within the specified range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Sensitivity and specificity: The sensitivity of the EUROLINE with respect to the ImmunoCAP system is
90% for timothy grass (g6), 90% for birch (t3), 83% for Dermatophagoides pteronyssinus (d1), 84% for
Dermatophagoides farinae (d2), 98% for cat (e1) and 82% for horse (e3).

The specificity of the EUROLINE with respect to the ImmunoCAP system is 100% for timothy grass (g6),
92% for birch (t3), 100% for Dermatophagoides pteronyssinus (d1), 86% for Dermatophagoides farinae
(d2), 91% for cat (e1) and 100% for horse (e3).

Timothy grass (g6) EUROLINE Birch (t3) EUROLINE
n=94 pos. | neg. | n=97 pos. | neg. |
pos. 64 7 pos. 55 6
ImmunoCAP neg. 0 23 ImmunoCAP neg. 3 33
Dermatoph. pt. (d1) EUROLINE Dermatoph. far. (d2) EUROLINE
n=44 pos. | neg. | n =45 pos. | neg. |
pos. 25 5 pos. 26 5
ImmunoCAP neg. 0 14 ImmunoCAP neg. 2 12
Cat (e1) EUROLINE Horse (e3) EUROLINE
n=174 pos. | neg. | n=34 pos. | neg. |
pos. 50 1 pos. 9 2
ImmunoCAP neg. 2 21 ImmunoCAP neg. 0 23
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Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one method of investigation. A
well-founded anamnesis and further laboratory findings should always be taken into account. Skin test
as well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process, which cannot be exactly recapitulated by in vitro
diagnostics. Allergens bind to various degrees to the solid phase; which can influence the test results.
For this reason, results obtained with different test systems cannot be easily compared. Due to the lack
of an international standard, both for the allergens and the antibodies detected with these test systems,
the results may show a high degree of variability. It can therefore not be ruled out that results obtained
with different test systems deviate from each other.
Identical results in different patients are not necessarily associated with the same clinical manifestation.

Clinical significance

The term “allergy” was defined in 1906 by the Austrian paediatrician Clemens von Pirquet to mean the
body’s increased ability to react to a foreign substance. Today “allergy” means an oversensitivity to
foreign substances which are normally harmless. Alongside any genetic predisposition, numerous non-
genetic factors also play a role, such as exposure to the allergen, nutritional condition, existing chronic
diseases and acute viral infections. Atopy is a hereditary disposition to developing allergic reactions such
as allergic asthma, rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequently occurring allergy is a type | hypersensitivity reaction, in which specific IgE anti-
bodies are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate-type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).

A food allergy is an IgE-mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity of proteins which are
present in both the food as well as in the corresponding inhalation allergens of plant origin. For example,
patients with a birch pollen allergy can also develop allergic reactions to apple, celery, hazelnut, potato
or kiwi.
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Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.

A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration in the course of treatment. However, this does not always correlate
with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the protein
framework of the allergens. Some patients develop specific antibodies against these carbo-hydrate
structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant. CCDs are present
in many plant and animal allergens. Due to their significant similarity in structure, CCDs are known to
cause a strong cross-reactivity. Although the importance of specific IgE antibodies against CCDs has not
yet been fully understood, they are considered to be irrelevant for diagnosis in most cases and as such
complicate the interpretation of positive in vitro diagnostic results. For this reason, the determination of
specific IgE antibodies against CCDs may provide useful additional information, especially when positive
IgE results disagree with the clinical picture, and can serve as an interpretation aid in the evaluation of
overall test results.
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myfoodprofile basic 1
Instructions for use

For in vitro diagnostic use

ORDER NO. ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT

Extract-coated 01 x 16 (16)
membrane strips

NP 7101-1601-1 G Food antigens IgG

C€

Intended use

This test kit is designed for semiquantitative in vitro determination of human antibodies of immuno-
globulin class G (IgG) against food antigens in serum or EDTA, heparin or citrate plasma. Together with
food antigens, 1gG antibodies can form circulating antibody/antigen complexes, which can attach to the
vascular walls, causing immune complex-induced diseases or aggravating existing inflammatory
diseases (food sensitivity). The resulting diseases are manifold. The test result alone is not significant
enough for diosis and must always be evaluated alongside other results. The product is designed to
be used as and should only be performed by qualified laboratory personnel. The test can be
performed automatically (EUROBIotOne), semiautomatically (EUROBIotMaster) or manually. The
EUROLineScan system must be used for evaluation.

Clinical significance

Food sensitivity may result from an increased permeability of the small intestine (leaky gut syndrome).
When the permeability of the intestine is increased, food components can pass more frequently through
the intestinal wall and enter the blood stream. In the humoral immune response, IgG antibodies against
non-pathogenic antigens from the food are produced and immune complexes are formed. These
immune complexes are generally eliminated by mononuclear phagocytes and erythrocytes. However, if
the formation of antigen/antibody complexes exceeds the capacity of the immune system, they can
attach to the walls of small blood vessels and cause or increase local inflammation. Lymphocytes,
macrophages or mast cells bind to the Fc receptors of the antibodies and induce the release of
vasoactive mediators and, as a result, the migration of inflammatory cells into the surrounding tissue.
Moreover, the immune complexes can cause or increase inflammatory processes by activation of the
complement system.

Since the immune complexes do not attach to the vascular walls in a targeted way, various organs may
be affected. Thus, different symptoms and diseases may be associated with food sensitivity. These
include diseases of the gastrointestinal tract (e. g. irritable bowel syndrome, Crohn’s disease, ulcerative
colitis), rheumatoid arthritis, dermatitis, asthma or migraine. The IgG-induced immunological cascade
often occurs with a certain delay (several hours to days after food intake). For this reason, it is also
difficult to identify a clear relationship between the symptoms and the causative foods.

Based on the sole detection of IgG it is not possible to determine whether antibodies against specific
foods are responsible for a patient's symptoms. The test results can merely be used as a basis for a
temporary diet change. Only after that can possible relationships with diseases be identified. In several
studies, an exclusion diet with avoidance of foods for which high IgG titers had been measured led to a
reduction of symptoms in various diseases.

“ EUROIMMUN Medizinische Labordiagnostika AG - Seekamp 31 - 23560 Lubeck (Germany) - Phone: +49 451 2032-0
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The following food extracts were used for coating of the membrane strips:

myfoodprofile basic 1

Position Strip 14 (7001-t)
1 Barley flour
2 Gluten
3 Oat bran
4 Rye flour
5 Spelt flour
6 Wheat flour
7 Buckwheat flour
8 Corn
9 Millet
10 Rice
11 Beef
12 Chicken
13 Pork
14 Beta-lactoglobulin (cow's milk)
15 Casein
16 Cow's milk
17 Egg yolk (chicken)
18 Egg white (chicken)
19 Goat's milk/ Goat's cheese
20 Sheep's milk/ Sheep's cheese
21 Salmon
22 Tuna
23 Shrimp-Prawn mix 1 (Shrimp, Prawn)
24 Codfish
25 Mustard seeds
26 Peanut
27 Almond
28 Walnut
29 Cocoa bean
30 Hazelnut
31 Carrot
32 Leek mix 1 (leek, chives)
33 Bean mix 1 (white bean, string bean, kidney bean)
34 Potato
35 Tomato
36 Mushroom mix 1 (oyster mushroom, champignon, shiitake, chanterelle)
37 Garlic
38 Onion mix 1 (onion, shallot)
39 Cabbage mix 1 (broccoli, green cabbage, savoy cabbage)
40 Citrus mix 4 (lemon, orange)
M Fig
42 Grape mix 2 (blue grape, white grape, raisin)
43 Sweet potato
44 Hokkaido pumpkin
45 Yeast mix 1 (baker's yeast, brewer's yeast)
46 Honey
47 Coffee
48 Black tea
49 Soybean
50 Lentil
51 Flax seeds
52 Apple
53 Kiwi
54 Banana
SC Serum control band
Cal 4 Calibrator 4
Cal 3 Calibrator 3
Cal 2 Calibrator 2
Cal1 Calibrator 1
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Test principle

The myfood strips are coated with the food extracts listed in the section “Test strip layout”. The test is
performed manually or on automated instruments. The test strips are first pretreated with universal buffer
and then incubated with the sample in the first incubation step. If the sample contains specific antibodies
of class IgG, these will bind to the antigens on the test strip. To present the bound IgG antibodies, the
test strip is incubated with an enzyme-labelled anti-human IgG antibody (enzyme conjugate) in a second
incubation step. After addition of the substrate, the enzyme conjugate catalyses a colour reaction.
Images are acquired by a flatbed scanner (manual test performance and automated processing with
EUROBIotMaster) or by means of an integrated camera system (automated test processing with
EUROBIotOne). The software EUROLineScan analyses the recorded images, determines the intensity
values for the stained bands and converts them into classes.

Contents of the test kit

Component Format Symbol
1. Test strip 14, coated with 54 food extracts and calibrators | 1 x 16 strips [STRIP14]
2. Enzyme conjugate
Alkaline phosphatase-labelled anti-human IgG (goat), ready |1 x 30 ml
for use
3. Universal buffer 1% 100 ml

10x concentrated

4. Substrate solution

Nitroblue tetrazolium chloride/5-bromo-4-chloro-3-indolyl 1 x 30 ml
phosphate (NBT/BCIP), ready for use
5. Instructions for use 1 booklet -

Additional materials and equipment (not supplied in the test kit)

For the performance of this test, additional components are required which are not contained in the test
kit. These can be ordered from EUROIMMUN under the following order numbers:

Description Order Number

Incubation tray (reduced volume) with 30 channels (black,
compatible with EUROBIlotMaster and the EUROBIlotCamera ZD 9897-###30
system)

Incubation tray (reduced volume) with 44 channels (black,
compatible with EUROBIotOne, EUROBIotMaster 44 and the ZD 9897 -#H#t44
EUROBIotCamera system)

Incubation tray (reduced volume) with 10 channels (black, only for

ZD 9897-###10
manual test performance)

Software EUROLineScan YG 0006-0101
EUROBIotMaster YG 0151-0101
EUROBIotMaster 44 YG 0151-0101-1
EUROBIotOne YG 0153-0101
Flatbed scanner YG 0101-0101-2

(# corresponds to a predefined number of units)
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For the creation of work protocols and the evaluation of incubated test strips using the software
EUROLIineScan you require green paper and adhesive plastic film:

Description EUROIMMUN Order Number
Green paper (1 sheet) ZD 9880-0101
Adhesive foil for approx. 16 test strips ZD 9885-0116
Adhesive foil for approx. 30 test strips ZD 9885-0130

Further equipment required for the test procedure but not available from EUROIMMUN:

Description

Rocking shaker (for manual incubation), rocking frequency 20 — 50 rpm

Calibrated pipettes

Pipette tips

Calibrated stepper pipette: recommended in manual incubation for the pipetting of all reagents, with
the exception of the patient samples

Tweezers (for strip handling)

Stop watch

Filter paper

Glass/plastic vessels for dilution of reagents

Distilled or deionised water for buffer preparation and stopping the reaction

Storage and stability

The test kit has to be stored at +2°C to +8 °C, do not freeze. Unopened, all test kit components are
stable until the indicated expiry date.

In-use stability following the first opening

After initial opening, the reagents are stable for 12 months, if this does not exceed the expiry date and
unless stated otherwise below. Opened reagents must likewise be stored at +2 °C to +8 °C and protected
from contamination.

Warnings and precautions
e The product must only be used by healthcare professionals in an adequate laboratory environment.
¢ Do not use the test kit if the packaging of the reagents is damaged.

o Before using the product, read the instructions for use carefully. Only use the valid version provided
with the product.

¢ EUROIMMUN reagents must not be mixed with or replaced by reagents from other manufacturers.

e The enzyme conjugate of the myfoodprofile test kits must not be mixed or exchached with that of
other EUROIMMUN test Kits.

o Observe Good Laboratory Practice (GLP) and safety guidelines. Some of the reagents contain pre-
servatives in non-declarable concentrations. Avoid eye and skin contact with samples and reagents.
In case of eye or skin contact, rinse thoroughly with water. Remove and wash contaminated clothing.
In case of ingestion, obtain medical advice.

e Test strips and incubation trays are intended for single use only.
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Preparation and stability of the samples
Samples

Human serum or EDTA, heparin or citrate plasma.
Notes

e The use of products approved for the collection, storage and transport of serological samples ensures
a sample quantity and quality suitable for the performance of the test.

e All preanalytical procedures must be performed according to the instructions of the manufacturers of
the sample collection systems and to standard regulations (e.g. of the Clinical Laboratory Standards
Institute (CLSI). Procedures for the Handling and Processing of Blood Specimens for Common
Laboratory Tests; Approved Guideline, 4th edition).

Sample dilution

e The patient samples to be investigated are diluted 1:51 with working-strength universal buffer.
o For example, dilute 10 pl sample in 500 ul working-strength universal buffer and mix well.
Notes

e When using an instrument for automated incubation, the sample handling is described in the
instructions for use of the respective instrument.

e Sample pipettes are not suitable for mixing.
Stability of the patient samples
e stored at +2 °C to +8 °C: up to 14 days

e incubate diluted samples within one working day

Preparation and stability of the reagents
All reagents must be brought to room temperature (+18 °C to +25 °C) approx. 30 minutes before use.
Coated test strips

Ready for use. Tear open the resealable protective wrapping of the myfood strips at the recesses above
the integrated grip seam. Open the package with the test strips only when the strips have reached room
temperature (+18 °C to +25 °C) to prevent condensation on the strips. Be careful to touch the test strips
only at the end of the strips to avoid mechanical strain on the membrane chips. After removal of the
required number of test strips, reseal the wrapping tightly using the grip seam (do not remove the
desiccant bag) and store at +2 °C to +8 °C.

Occasionally, the not yet incubated and dry myfood strips may show staining at individual antigen
positions. The staining will disappear during the incubation and has therefore no influence on the test
result.

Universal buffer

The universal buffer is supplied as a 10x concentrate. For the preparation of the working-strength
universal buffer shake the bottle.

Remove the required quantity from the bottle using a clean pipette and dilute 1:10 with deionised or
distilled water (1 part reagent plus 9 parts distilled water).

Prepare 20 ml of working-strength universal buffer per test strip. The working-strength universal buffer is
used both for dilution of the patient samples and for washing of the test strips. The diluted universal
buffer should be used up within the same working day.

Enzyme conjugate
Ready for use. Mix thoroughly before using.



Substrate solution

Ready for use. Close bottle immediately after use, as the contents are sensitive to light.

Waste disposal

Patient samples and incubated test strips should be handled as infectious waste. Other reagents do not
need to be collected separately, unless stated otherwise in official regulations.

Reference material

No international standard exists for the quantification of food-specific IgG.

Preparation of work protocols
For the preparation of work protocols, follow the instructions of the software EUROLineScan. The code
for entering the analysis in EUROLineScan is myfood strip 14.

For image acquisition via flatbed scanner the protocol created in EUROLineScan is printed on green
paper and the evaluation area is prepared with adhesive foil.



Manual test performance

All incubation and washing steps should be performed on a horizontally aligned rocking shaker (20 to
50 rpm) at room temperature (+18 °C to +25 °C). The rocking shaker should provide enough room for the
incubation tray used, which needs to lie completely flat. Align the incubation tray on the rocking shaker
so that the liquid moves over the length of the strips.

Positioning of the test The strips are provided with an adhesive back (back of the barcode). To

strips: position a strip, use tweezers to pick it up at the non-adhesive, barcode-
free end and pull it straight off the folding card. Place the strip flat in the
incubation tray with the barcode facing upwards and press on the barcode.
Take care not to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 14 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Pre-treatment: Incubate the test strips for 5 minutes each with 1.0 ml working-strength
universal buffer and then remove the liquid completely from the channels.
To do this, tip the tray out in the direction of the channels, away from the
user. Then, place the rim of the incubation tray on absorbent, lint-free
disposable material to remove excess liquid.

1. sample incubation: Pipette 510 pl of the 1:51 diluted sample (500 ul working-strength uni-
versal buffer + 10 yl sample) into each incubation channel containing a
myfood strip.

Incubate for 60 minutes.

Washing: Completely remove the liquid from each channel and wash with 1.0 ml
working-strength universal buffer for 3 x 5 minutes.

2. conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-labelled anti-hu-
man IgG) into each channel.

Incubate for 60 minutes.

Washing: Completely remove the liquid from each channel and wash as described
above (3 x 5 minutes).

3. substrate incubation: Pipette 1.0 ml substrate solution into each channel.

Incubate for 10 minutes.

Stopping: Completely remove the liquid from each channel and rinse each test strip
with deionised or distilled water for 3 x 1 minute.

Application and drying Pipette 1.0 ml deionised or distilled water into each channel and process
of strips and image the test strips further as described under “Preparation for evaluation”.

recording
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myfoodprofile basic 1

Short instructions for manual test performance

Pretreatment
For each sample to be tested, place one myfood strip 14 into a separate channel of
the incubation tray
Add 1.0 ml working-strength universal buffer

@ 5 min Rocking shaker

1. Sample incubation
Completely remove liquid
Pipette samples into the channels containing the myfood strips

Example: 500 pl working-strength diluted universal buffer
10 pl sample

510 pl total volume (1:51 dilution)

@ 60 min Rocking shaker

Washing
Completely remove liquid
Wash each myfood strip with 1.0 ml working-strength universal buffer for 3 x 5 min

2. Conjugate incubation
Completely remove liquid
Pipette 1.0 ml enzyme conjugate into each of the channels containing the myfood strip

@ 60 min Rocking shaker

Washing
Completely remove liquid
Wash each myfood strip with 1.0 ml working-strength universal buffer for 3 x 5 min

3. Substrate incubation
Completely remove liquid
Pipette 1.0 ml substrate solution into each of the channels containing the myfood strips

@ 10 min Rocking shaker

Stopping
Completely remove liquid
Wash each myfood strip with 1.0 ml deionised or distilled water for 3 x 1 min

Preparation for evaluation
Place test strips onto protocol
Air-dry
Image recording




Automated test performance

The automated processing of the test is carried out with the same steps as the manual performance. For
detailed information on the test performance, maintenance and trouble-shooting, please refer to the
instruction manual of the EUROBIlotMaster or EUROBIotOne.

EUROBIlotMaster
For automated incubation with the EUROBIotMaster select the program Euro 09 FOOD.
Prepare the EUROBIotMaster as described in the instruction manual and flush in the reagents.

Positioning of the The strips are provided with an adhesive back (back of the barcode). To

test strips: position a strip, use tweezers to pick it up at the non-adhesive, barcode-free
end and pull it straight off the folding card. Place the strip flat in the incubation
tray with the barcode facing upwards and press on the barcode. Take care not
to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 14 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Pre-treatment: The test strips are pretreated automatically.

Sample incubation: The EUROBIotMaster pipettes 1000 pl universal buffer into the incubation
channels.

Add 20 ul sample to the pipetted universal buffer (1020 pl final volume).
Then confirm the filling.
This is followed by an automated incubation of 60 minutes.

All further steps (washing, conjugate incubation, washing, substrate incubation, stopping) are carried
out automatically and require no further intervention.

Application and Process the strips further as described under “Preparation for evaluation”.
drying of strips and
image recording




EUROBIotOne
The automated incubation with the EUROBIotOne is performed with the program EURO 09 FOOD.

Prepare the EUROBIotOne as described in the instruction manual, flush in the reagents and load the
samples into the EUROBIotOne. Note: Take into account the dead volume of the instrument when de-
termining the required sample volume.

Positioning of the The strips are provided with an adhesive back (back of the barcode). To

test strips: position a strip, use tweezers to pick it up at the non-adhesive, barcode-free
end and pull it straight off the folding card. Place the strip flat in the incubation
tray with the barcode facing upwards and press on the barcode. Take care not
to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 14 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Pre-treatment: The test strips are pretreated automatically.

All further steps (sample incubation, washing, conjugate incubation, washing, substrate incubation,
stopping, as well as aspirating off, drying and image recording) are carried out automatically and
require no further intervention.

Preparation for evaluation

The following describes the preparation of the strips for evaluation by means of a flatbed scanner in
combination with the software EUROLineScan. Please follow the instruction manual of the flatbed
scanner and of the software EUROLineScan.

The preparation is required both for manual and semiautomated test performance using the
EUROBIlotMaster. For automated test processing on the EUROBIotOne the following steps do not need
to be performed by the user. They are carried out automatically.

e Application of the strips: For image recording, place the wet incubated strips onto the adhesive foil
of the green work protocol using a pair of tweezers. The position of the test strips can be corrected as
long as they are still wet.

¢ Drying of the strips: Once all the test strips are aligned on the protocol, press them down thoroughly
using filter paper and let them air-dry. During drying of the test strips avoid direct light; preferably use
a dark place. The damp incubated strips have a background staining, which will disappear after the
strips have dried completely.

¢ Image recording: The image recording is carried out by means of a flatbed scanner after the strips
have dried completely.

Test evaluation

For the test evaluation and the interpretation of results using EUROLineScan follow the instruction
manual of the program. Results generated by the EUROLineScan program must always be checked for
correctness and verified by the user.

EUROLineScan evaluates the test strips based on lot-specific information, which is automatically trans-
mitted to the software by means of barcodes on the myfood strips.

If the barcode is not readable, it is possible to enter it manually into EUROLineScan (see EUROLine-
Scan instructions for use). The barcode number required can be found on the label of the folded card for
the test strips.
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Interpretation of results

During evaluation the band intensities are converted into classes 0 to 4. Irrespective of the evaluation
system used, the following value ranges (relative units) are attributed to these classes:

Class Relative units (units) Result
0 <75
Unremarkable
1 7.5<RU=<15
2 15<RU=<25 Low
3 25 <RU =50 Increased
4 >50.0 Highly increased

Each strip contains a serum control band and four calibrators. Their reactions are automatically
evaluated by the EUROLineScan software. The serum control band indicates the correct performance of
all incubation steps (serum/plasma, conjugate and substrate). The decreasing reactions of the four
calibrators (Cal1 > Cal2 > Cal3 > Cal4) confirm the correct performance of incubation steps 2 and 3
(conjugate, substrate).

If the values of the calibrators or the SC band are outside the lot-specific target values, the incubation
was incorrect and the respective strips cannot be evaluated. The strip will be marked red in the software
and an error message will appear on the screen. The protocol can only be saved, printed or exported
when all incorrect strips have been blocked by the user.

Some samples might display a dark background staining of the membrane and white bands at the
position of the antigens. These lighter bands should be interpreted as negative.

Analytical performance
Measurement range

This myfoodprofile basic 1 is based on a semiquantitative method. The measurement range is given in
classes 0 to 4.

Inter- and intra-assay variation

The inter-assay variation was determined by multiple determinations of characterised samples in several
runs on different days. The intra-assay variation was determined by multiple determinations of
characterised samples in one run.

The inter-lot variation was determined by assaying characterised samples with three different test kit lots.
For all analyses, the deviation based on the determination of the classes was within the specification of <
* 1 class.

Cross-reactions

Cross-reactions due to similarities of the antigenic structures, e.g. with chemically similar substances or
in case of a close phylogenetic relationship, cannot be ruled out. In this case, the specifically formed IgG
antibodies also bind to identical epitopes of a homologous antigen.

Interferences

Haemolytic, lipaemic and icteric samples up to concentrations of 5 mg/ml haemoglobin, 20 mg/ml
triglycerides and 0.4 mg/ml bilirubin did not cause interference in this myfoodprofile basic 1.
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Limitations of the procedure

Reliable and reproducible results are obtained with correct test performance according to the
specifications in instructions for use. However, the test results alone are not sufficient for diagnosis of
a food sensitivity and should always be interpreted together with other results.

The specifications in the instructions for use, e.g. pipetting volumes, incubation times, temperatures
and preparation steps must be observed to avoid incorrect results.

Partial or complete adaptation of the test system for use with automated sample processors or other
liquid handling devices may lead to differences between the results obtained with the automated and
manual procedure. It is the responsibility of the user to validate the automated instruments used for
the analysis to ensure that they yield test results within the permissible range.

Correct sample collection and storage are crucial for the reliability of the results.

Positive in vitro test results with detected specific IgG antibodies do not necessarily correspond to the
clinical picture of the patient. Possible cross-reactions that may occur due to homologies of certain
antigens must be taken into account when interpreting the results. Ripening processes, industrial
processing, cooking or frying can strongly influence food antigens. In addition, the body's reaction can
be caused by metabolites of the antigens. These are the result of the digestive process, which cannot
be accurately reproduced by in vitro diagnostics.

Due to the lack of national and international standards and due to variations in the source material
and its processing, differences in the composition of food extracts can occur. It cannot be excluded
that different results are obtained with different test systems.
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Liability
The test kit, including original accessories, must only be used in accordance with the intended use.

EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.

Technical support

In case of technical problems you can obtain assistance via the EUROIMMUN website
(https://www.euroimmun.de/en/contact/).

Additional information

Regulatory information for customers in the European Union: Please observe the obligation to report any
serious incidents occurring in connection with this product to the competent authorities and to
EUROIMMUN.

Meaning of the symbols

Meaning Symbol Meaning
STRIPS Test strips Ce CE marked
CONJUGATE Conjugate Manufacturing date

(YYYY-MM-DD)

BUFFER 10x Universal buffer Manufacturer

SUBSTRATE Substrate solution Observe instructions for use

In vitro diagnostic medical

o]
-
[13]
device Order number
N/
ZN
O

Lot description Contents suffice for <n> analyses

Storage temperature Protect from sunlight

Unopened usable until
(YYYY-MM-DD)

Single use only

Duration

@m*IIIIII“g
o
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myfoodprofile advanced 1
Instructions for use

For in vitro diagnostic use[vp]

ORDER NO. ANTIBODIES AGAINST | IG CLASS SUBSTRATE FORMAT

Extract-coated
membrane strips

NP 7124-1604-1 G Food antigens [o[€

|

04 x 16 (64)

Intended use

This test kit is designed for semiquantitative in vitro determination of human antibodies of immuno-
globulin class G (IgG) against food antigens in serum or EDTA, heparin or citrate plasma. Together with
food antigens, 1gG antibodies can form circulating antibody/antigen complexes, which can attach to the
vascular walls, causing immune complex-induced diseases or increasing existing inflammatory diseases
(food sensitivity). The resulting diseases are manifold. The test result alone is not significant enough for
diagnosis and must always be evaluated alongside other results. The product is designed to be used
as[ivo]and should only be performed by qualified laboratory personnel. The test can be performed
automatically (EUROBIotOne), semiautomatically (EUROBIlotMaster) or manually. The EUROLineScan
system must be used for evaluation.

Clinical significance

Food sensitivity may result from an increased permeability of the small intestine (leaky gut syndrome).
When the permeability of the intestine is increased, food components can pass more frequently through
the intestinal wall and enter the blood stream. In the humoral immune response, IgG antibodies against
non-pathogenic antigens from the food are produced and immune complexes are formed. These
immune complexes are generally eliminated by mononuclear phagocytes and erythrocytes. But if the
formation of antigen/antibody complexes exceeds the capacity of the immune system, they can attach to
the walls of small blood vessels and cause or increase local inflammation. Lymphocytes, macrophages
or mast cells bind to the Fc receptors of the antibodies and induce the release of vasoactive mediators
and, as a result, the migration of inflammatory cells into the surrounding tissue. Moreover, the immune
complexes can cause or increase inflammatory processes by activation of the complement system.

Since the immune complexes do not attach to the vascular walls in a targeted way, various organs may
be affected. Thus, different symptoms and diseases may be associated with food sensitivity. These
include diseases of the gastrointestinal tract (e. g. irritable bowel syndrome, Crohn’s disease, ulcerative
colitis), rheumatoid arthritis, dermatitis, asthma or migraine. The IgG-induced immunological cascade
often occurs with a certain delay (several hours to days after food intake). For this reason, it is also
difficult to identify a clear relationship between the symptoms and the causative foods.

With the sole detection of IgG it is not possible to determine whether antibodies against specific foods
are responsible for a patient’s symptoms. The test results can merely be used as a basis for a temporary
diet change. Only after that can possible relationships with diseases be identified. In several studies, an
exclusion diet with avoidance of foods for which high IgG titers had been measured led to a reduction of
symptoms in various diseases.
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Layout of test strips

The following food extracts were used for coating of the membrane strips:

myfoodprofile advanced 1

Position Strip 1 (7001-a) Strip 2 (7001-b) Strip 3 (7001-c) Strip 4 (7001-d)
1 Barley flour Cherry Carob powder Lime
2 Gluten Grape mix 2 Rapeseeds Litchi
3 Qat bran Kiwi Duck Mango
4 Rye flour Lemon Goat meat Papaya
B Spelt flour Nectarine Ostrich Pomegranate
6 Wheat flour Orange Quail Raspberry
7 Buckwheat flour Pineapple Rabbit meat Anise
8 Corn Strawberry Roe deer Bay leaves
B Millet Watermelon Horse meat Chamomile
10 Rice Pear Beta-lactoglobulin (Cow's milk) Caper
11 Beef Plum Casein Clove
12 Chicken Grapefruit Mozzarella Chia seeds
13 Lamb meat Peach Goose Coriander
14 Pork Date fruit Guinea fowl Cumin
15 Turkey Basil Kefir Dill
16 Cow's milk Thyme Butter Ginger
17 Egg yolk (chicken) Cinnamon Jerusalem artichoke Marjoram
18 Egg white (chicken) Garlic Chinese cabbage Saffron
19 Goat's milk/ Goat's cheese Mustard seeds Emmental cheese Sage
20 Sheep’s milk/ Sheep'’s cheese Nutmeg Cottage cheese Cayenne pepper
21 Yogurt Oregano Camembert Curry
22 Eggplant Parsley Processed cheese Tarragon
23 Beetroot Poppy seeds Curd cheese Hops
24 Bell pepper Rosemary Bamboo shoots Durum wheat flour
25 Sweet potato Pepper (black, white) Brussel sprouts Brazil nut
26 Chickpea Vanilla Cauliflower Macadamia nut
27 Quinoa Almond Chard Pine nut
28 Lettuce mix 1 Cashew nut Fennel Sweet chestnut
29 Corn salad Cocoa bean Hokkaido pumpkin Cola nut
30 Broccoli Hazelnut Kale Carp
31 Carrot Peanut Radish Squid
32 Celery Pistachio Savoy cabbage Eel
33 Chili Sesame Vine leaf Gilthead seabream
34 Cucumber Sunflower seeds Green cabbage Pike
35 Horseradish Walnut Spirulina spp. Turbot
36 Leek mix 1 Coconut Snow pea Herring
37 Olive Mushroom mix 1 Rocket Lobster
38 Onion mix 1 Mushroom mix 2 Chicory Mackerel
39 Potato Salmon Mung bean Octopus
40 Red cabbage Tuna Cassava root Oyster
41 Tomato Venus clam Licorice root Sardine
42 Turnip cabbage Shrimp-Prawn mix 1 Broad bean Sea bass
43 Zucchini Anchovy Rhubarb Caviar
44 Artichoke Swordfish Avocado Crab
45 Asparagus Trout Blackberry Monkfish
46 Spinach Sole Blueberry Haddock
47 Bean mix 1 Codfish Cranberry Ocean perch
48 Pea Crayfish Gooseberry Hemp seeds
49 Soybean Amaranth Currant mix 1 Rose hip
50 Lentil Yeast mix 1 Flg Agar-agar
51 Flax seed Honey Melon mix 1 Aloe vera
52 Apple Coffee Mandarin Green tea
53 Apricot Black Tea Mulberry Baking powder
54 Banana Mint mix 1 Goji berry Safflower oil
SC Serum control band Serum control band Serum control band Serum control band
Cal 4 Calibrator 4 Calibrator 4 Calibrator 4 Calibrator 4
Cal 3 Calibrator 3 Calibrator 3 Calibrator 3 Calibrator 3
Cal 2 Calibrator 2 Calibrator 2 Calibrator 2 Calibrator 2
Cal 1l Calibrator 1 Calibrator 1 Calibrator 1 Calibrator 1
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Some extracts are coated as mixes that consist of the following foods:

Lettuce mix 1 contains Butterhead lettuce, Iceberg lettuce
Leek mix 1 contains Leek, Chives

Onion mix 1 contains Onion, Shallot

Bean mix 1 contains White bean, String bean, Kidney bean
Grape mix 2 contains Blue grape, White grape, Raisin
Mushroom mix 1 contains Oyster mushroom, Champignon, Shiitake, Chanterelle
Mushroom mix 2 contains Bay bolete, Cep

Shrimp-Prawn mix 1 contains Red shrimp, Prawn

Yeast mix 1 contains Baker's yeast, Brewer's yeast

Mint mix 1 contains Peppermint, Mint

Currant mix 1 contains Red currant, Black currant

Melon mix 1 contains Honeydew melon, Cantaloupe melon

Test principle

The myfood strips are coated with the food extracts listed in the section “Test strip layout”. The test is
performed manually or on automated instruments. The test strips are first pretreated with universal buffer
and then incubated with the sample in the first incubation step. If the sample contains specific antibodies
of class IgG, these will bind to the antigens on the test strip. To present the bound IgG antibodies, the
test strip is incubated with an enzyme-labelled anti-human 1gG antibody (enzyme conjugate) in a second
incubation step. After addition of the substrate, the enzyme conjugate catalyses a colour reaction.
Images are acquired by a flatbed scanner (manual test performance and automated processing with
EUROBIotMaster) or by means of an integrated camera system (automated test processing with
EUROBIotOne). The software EUROLineScan analyses the recorded images, determines the intensity

values for the stained bands and converts them into classes.

Contents of the test kit

Component Format Symbol
1. Test strips 1 coated with 54 food extracts and calibrators |1 x 16 strips STRIP1
2. Test strips 2 coated with 54 food extracts and calibrators |1 x 16 strips STRIP2
3. Test strips 3 coated with 54 food extracts and calibrators |1 x 16 strips STRIP3
4. Test strips 4 coated with 54 food extracts and calibrators |1 x 16 strips STRIP4
5. Enzyme conjugate
Alkaline phosphatase-labelled anti-human 1gG (goat), ready |3 x 30 ml
for use
e 2x100m
7. Substrate solution
Nitroblue tetrazolium chloride/5-bromo-4-chloro-3-indolyl 3x30ml
phosphate (NBT/BCIP), ready for use
8. Instructions for use 1 booklet -
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Additional materials and equipment (not supplied in the test kit)

For the performance of this test, additional components are required which are not contained in the test

kit. These can be ordered from EUROIMMUN under the following order numbers:

Description

Order number

Incubation tray (reduced volume) with 30 channels (black, compatible with
EUROBIotMaster and the EUROBIlotCamera system)

ZD 9897-0130

Incubation tray (reduced volume) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and the EUROBIotCamera system)

ZD 9897-0144

Incubation tray (reduced volume) with 10 channels (black, only for manual test
performance)

ZD 9897-0110

Software EUROLineScan

YG 0006-0101

EUROBIotMaster YG 0151-0101
EUROBIotMaster 44 YG 0151-0101-1
EUROBIotOne YG 0153-0101

Flatbed scanner

YG 0101-0101-2

For the creation of work protocols and the evaluation of incubated test strips
EUROLineScan you require green paper and adhesive plastic film:

using the software

Description Order number
Green paper (1 sheet) ZD 9880-0101
Adhesive foil for approx. 16 test strips ZD 9885-0116
Adhesive foil for approx. 30 test strips ZD 9885-0130

Further equipment required for the test procedure but not available from EUROIMMUN:

Description

Rocking shaker (for manual incubation), rocking frequency 20 — 50 rpm

Calibrated pipettes

Pipette tips

the exception of the patient samples

Calibrated stepper pipette: recommended in manual incubation for the pipetting of all reagents, with

Tweezers (for strip handling)

Stop watch

Filter paper

Glass/plastic vessels for dilution of reagents

Distilled or deionised water for buffer preparation and stopping the reaction

Storage and stability

The test kit has to be stored at a temperature between +2 °C and +8 °C, do not freeze. Unopened, all

test kit components are stable until the indicated expiry date.




In use stability following the first opening

After initial opening, the reagents are stable for 12 months until the indicated expiry date, unless
explicitly stated otherwise below. After first use, the reagents must be stored at +2°C to +8°C and
protected from contamination.

Warnings and precautions
e The product must only be used by healthcare professionals in an adequate laboratory environment.
¢ Do not use the test kit if the packaging of the reagents is damaged.

e Before using the product, read the instruction for use carefully. Use only the valid version provided
with the product.

e Do not substitute or mix the EUROIMMUN reagents with reagents from other manufacturers.

e The enzyme conjugate of the myfoodprofile test kits must not be mixed up or swapped with that of
other EUROIMMUN test kits.

e Observe Good Laboratory Practice (GLP) and safety guidelines. Some of the reagents contain pre-
servatives in non-declarable concentrations. Avoid eye and skin contact with samples and reagents.
In case of eye or skin contact, rinse thoroughly with water. Remove and wash contaminated clothing.
In case of ingestion, obtain medical advice.

e Test strips and incubation trays are intended for single use only.

Preparation and stability of the samples
Samples

Human serum or EDTA, heparin or citrate plasma.
Notes

e The use of products approved for the collection, storage and transport of serological samples ensures
a sample quantity and quality suitable for the performance of the test.

o All preanalytical procedures must be performed according to the instructions of the manufacturers of
the sample collection systems and to standard regulations (e.g. of the Clinical Laboratory Standards
Institute (CLSI). Procedures for the Handling and Processing of Blood Specimens for Common
Laboratory Tests; Approved Guideline, 4th edition).

Sample dilution

e The patient samples to be investigated are diluted 1:51 with working-strength universal buffer.
e For example, dilute 10 pl sample in 500 ul working-strength universal buffer and mix well.
Notes

e When using an instrument for automated incubation, the sample handling is described in the
instructions for use of the respective instrument.

e Sample pipettes are not suitable for mixing.
Stability of the patient samples
e stored at +2°C to +8°C: up to 14 days

¢ incubate diluted samples within one working day



Preparation and stability of the reagents
All reagents must be brought to room temperature (+18 °C to +25 °C).
Coated test strips

Ready for use. Tear open the resealable protective wrapping of the myfood strips at the recesses above
the integrated grip seam. Open the package with the test strips only when the strips have reached room
temperature (+18 °C to +25 °C) to prevent condensation on the strips. Be careful to touch the test strips
only at the label to avoid mechanical strain on the membrane chips. After removal of the required
number of test strips, reseal the wrapping tightly using the grip seam (do not remove the desiccant bag)
and store at +2 °C to +8 °C.

Occasionally, the not yet incubated and dry myfood strips may show staining at individual antigen
positions. The staining will disappear during the incubation and has therefore no influence on the test
result.

Universal buffer

The universal buffer is supplied as a 10x concentrate. For the preparation of the working-strength
universal buffer shake the bottle.

Remove the required quantity from the bottle using a clean pipette and dilute 1:10 with deionised or
distilled water (1 part reagent plus 9 parts distilled water).

Prepare 20 ml of working-strength universal buffer per test strip. The working-strength universal buffer is
used both for dilution of the patient samples and for washing of the test strips. The diluted universal
buffer should be used up within the same working day.

Enzyme conjugate
Ready for use. Mix thoroughly before using.
Substrate solution

Ready for use. Close bottle immediately after use, as the contents are sensitive to light.

Waste disposal

Patient samples and incubated test strips should be handled as infectious waste. Other reagents do not
need to be collected separately, unless stated otherwise in official regulations.

Reference material

No international standard exists for the quantification of food-specific 1gG.

Preparation of work protocols

For the preparation of work protocols, follow the instructions for the EUROLineScan program. The codes
for entering the analysis in EUROLineScan are as follows: for test strip 1: myfood strip 1, for test strip
2: myfood strip 2, for test strip 3: myfood strip 3, and for test strip 4: myfood strip 4.

For image acquisition via flatbed scanner the protocol created in the EUROLineScan program is printed
on green paper and the evaluation area is prepared with adhesive foil.



Manual test performance

All incubation and washing steps should be performed on a horizontally aligned rocking shaker (20 to
50 rpm) at room temperature (+18 °C to +25 °C). The rocking shaker should provide enough room for the
incubation tray used, which needs to lie completely flat. Align the incubation tray on the rocking shaker
so that the liquid moves over the length of the strips.

Positioning of the test
strips:

Pretreatment:

1. sample incubation:

Washing:

2. conjugate incubation:

Washing:

3. substrate incubation:

Stopping:

Application and drying
of strips and image

recording

The strips are provided with an adhesive back (back of the barcode). To
position a strip, use tweezers to pick it up at the non-adhesive, barcode-
free end and pull it straight off the folding card. Place the strip flat in the
incubation tray with the barcode facing upwards and press on the barcode.
Take care not to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 1 to 4 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Incubate the test strips for 5 minutes each with 1.0 ml working-strength
universal buffer and then remove the liquid completely from the channels.
To do this, tip the tray out in the direction of the channels, away from the
user. Then, place the rim of the incubation tray on absorbent, lint-free
disposable material to remove excess liquid.

Pipette 510 pl of the 1:51 diluted sample (500 ul working-strength uni-
versal buffer + 10 yl sample) into each incubation channel containing a
myfood strip. Incubate for 60 minutes.

Completely remove the liquid from each channel and wash with 1.0 ml
working-strength universal buffer for 3 x 5 minutes.

Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-labelled anti-hu-
man IgG) into each channel. Incubate for 60 minutes.

Completely remove the liquid from each channel and wash as described
above (3 x 5 minutes).

Pipette 1.0 ml substrate solution into each channel. Incubate for 10
minutes.

Completely remove the liquid from each channel and rinse each test strip
with deionised or distilled water for 3 x 1 minute.

Pipette 1.0 ml deionised or distilled water into each channel and process
the test strips further as described under “Preparation for evaluation”.
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Short instructions for manual test performance

Pretreatment
For each sample to be tested place one of each of the myfood strips 1 to 4 into a
separate channel of the incubation tray
Add 1.0 ml working-strength universal buffer

@ 5 min Rocking shaker

1. Sample incubation
Completely remove liquid
Pipette samples into the channels containing the myfood strips

Example: 500 pl working-strength diluted universal buffer
10 pl sample

510 pl Total volume (1:51 dilution)

() 60 min Rocking shaker

Washing
Completely remove liquid
Wash each myfood strip with 1.0 ml working-strength universal buffer for 3 x 5 min

2. Conjugate incubation
Completely remove liquid
Pipette 1.0 ml enzyme conjugate into each of the channels containing the myfood strip

@ 60 min Rocking shaker

Washing
Completely remove liquid
Wash each myfood strip with 1.0 ml working-strength universal buffer for 3 x 5 min

3. Substrate incubation
Completely remove liquid
Pipette 1.0 ml substrate solution into each of the channels containing the myfood strips

@ 10 min Rocking shaker

Stopping
Completely remove liquid
Wash each myfood strip with 1.0 ml deionised or distilled water for 3 x 1 min

Preparation for evaluation
Place test strips onto protocol
Air-dry
Image recording




Automated test performance

The automated processing of the test is carried out with the same steps as the manual performance. For
detailed information on the test performance, maintenance and trouble-shooting, please refer to the
instruction manual of the EUROBIlotMaster or EUROBIotOne.

EUROBIotMaster
For automated incubation with the EUROBIotMaster select the program Euro 09 FOOD.
Prepare the EUROBIlotMaster as described in the instruction manual and flush in the reagents.

Positioning of the The strips are provided with an adhesive back (back of the barcode). To
test strips: position a strip, use tweezers to pick it up at the non-adhesive, barcode-free

end and pull it straight off the folding card. Place the strip flat in the incubation
tray with the barcode facing upwards and press on the barcode. Take care not
to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 1 to 4 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Pretreatment: For each sample to be tested place one of each of the myfood strips 1 to 4 into
a separate channel of the incubation tray.

The test strips are pretreated automatically.

Sample incubation: The EUROBIotMaster pipettes 1000 ul universal buffer into the incubation
channels.

Add 20 ul sample to the pipetted universal buffer (1020 ul final volume).
Then confirm the filling.

This is followed by an automated incubation of 60 minutes.

All further steps (washing, conjugate incubation, washing, substrate incubation, stopping) are carried
out automatically and require no further intervention.

Application and Process the strips further as described under “Preparation for evaluation”.
drying of strips and
image recording




EUROBIotOne
The automated incubation with the EUROBIotOne is performed with the program EURO 09 FOOD.

Prepare the EUROBIotOne as described in the instruction manual, flush in the reagents and load the
samples into the EUROBIotOne. Note: Take into account the dead volume of the instrument when de-
termining the required sample volume.

Positioning of the The strips are provided with an adhesive back (back of the barcode). To
test strips: position a strip, use tweezers to pick it up at the non-adhesive, barcode-free

end and pull it straight off the folding card. Place the strip flat in the incubation
tray with the barcode facing upwards and press on the barcode. Take care not
to damage the surface of the test strips!

For each sample to be tested, place one myfood strip 1 to 4 in a separate
incubation channel of the incubation tray, following the order of the work
protocol.

Pretreatment: For each sample to be tested place one of each of the myfood strips 1 to 4 into
a separate channel of the incubation tray.

The test strips are pretreated automatically.

All further steps (sample incubation, washing, conjugate incubation, washing, substrate incubation,
stopping, as well as aspirating off, drying and image recording) are carried out automatically and
require no further intervention.

Preparation for evaluation

The following describes the preparation of the strips for evaluation by means of a flatbed scanner in
combination with the software EUROLineScan. Please follow the instruction manual of the flatbed
scanner and of the software EUROLineScan.

The preparation is required both for manual and semiautomated test performance using the
EUROBIlotMaster. For automated test processing on the EUROBIotOne the following steps do not need
to be performed by the user. They are carried out automatically.

e Application of the strips: For image recording, place the wet incubated strips onto the adhesive foil
of the green work protocol using a pair of tweezers. The position of the test strips can be corrected as
long as they are still wet.

e Drying of the strips: Once all the test strips are aligned on the protocol, press them down thoroughly
using filter paper and let them air-dry. During drying of the test strips avoid direct light; preferably use
a dark place. The damp incubated strips have a background staining, which will disappear after the
strips have dried completely.

e Image recording: The image recording is carried out by means of a flatbed scanner after the strips
have dried completely.

10



Test evaluation

For the test evaluation and the interpretation of results using EUROLineScan follow the instruction
manual of the program. Results generated by the EUROLineScan program must always be checked for
correctness and verified by the user.

EUROLIneScan evaluates the test strips based on lot-specific information, which is automatically trans-
mitted to the software by means of barcodes on the myfood strips.

If the barcode is not readable, it is possible to enter it manually into EUROLineScan (see EUROLine-
Scan instructions for use). The barcode number required can be found on the label of the folded card for
the test strips.

Interpretation of results

In the evaluation using EUROLIneScan, the band intensities are converted into classes from 0 to 4. The
following value ranges (relative units) are assigned to the classes, independent of the image acquisition
system used:

Class Relative units (Units) Result
0 <75
Unremarkable
1 75<RU <15
2 15<RU <25 Low
3 25 <RU =50 Increased
4 > 50 Highly increased

Each strip contains a serum control band and four calibrators. Their reactions are evaluated during the
automated evaluation by the EUROLineScan program. The serum control band indicates the correct
performance of all incubation steps (serum/plasma, conjugate and substrate). The decreasing reactions
of the four calibrators (Call > Cal2 > Cal3 > Cal4) confirm the correct performance of incubation steps 2
and 3 (conjugate, substrate).

If the values of the calibrators or the SC band are outside the lot-specific target values, the incubation
was incorrect and the respective strips cannot be evaluated. The strip will be marked red in the software
and an error message will appear on the screen. The protocol can only be saved, printed or exported
when all incorrect strips have been blocked by the user.

Some samples might display a dark background staining of the membrane and white bands at the
position of the antigens. These lighter bands should be interpreted as negative.
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Analytical performance
Measurement range

This myfoodprofile advanced 1 is based on a semiquantitative method. The measurement range is given
in classes 0 to 4.

Inter- and intra assay variation

The inter-assay variation was determined by multiple determinations of characterised samples in several
runs on different days. The intra-assay variation was determined by multiple determinations of
characterised samples in one run.

The inter-lot variation was determined by assaying characterised samples with three different test kit lots.
For all analyses, the deviation based on the determination of the classes was within the specification of <
t 1 class.

Cross-reactions

Cross-reactions due to similarities of the antigenic structures, e.g. with chemically similar substances or
in case of a close phylogenetic relationship, cannot be ruled out. In this case, the specifically formed IgG
antibodies also bind to identical epitopes of a homologous antigen.

Interferences

Haemolytic, lipaemic and icteric samples up to concentrations of 5mg/ml haemoglobin, 20 mg/ml
triglycerides and 0.4 mg/ml bilirubin did not cause interference in this myfoodprofile advanced 1.

Limitations of the procedure

¢ Reliable and reproducible results are obtained with correct performance of the test according to the
specifications in these instructions for use. However, the test results alone are not sufficient for a
diagnosis of food sensitivity and should always be interpreted together with other results.

e The specifications in the instructions for use, e.g. pipetting volumes, incubation times, temperatures
and preparation steps must be observed to avoid incorrect results.

¢ Partial or complete adaptation of the test system for use with automated sample processors or other
liquid handling devices may lead to differences between the results obtained with the automated and
manual procedure. It is the responsibility of the user to validate the automated instruments used for
the analysis to ensure that they yield test results within the permissible range.

e Correct sample collection and storage are crucial for the reliability of the results.

e Positive in vitro test results with detected specific IgG antibodies do not necessarily correspond to the
clinical picture of the patient. Possible cross-reactions that may occur due to homologies of certain
antigens must be taken into account when interpreting the results. Ripening processes, industrial
processing, cooking or frying can strongly influence food antigens. In addition, the body's reaction can
be caused by metabolites of the antigens. These are the result of the digestive process, which cannot
be accurately reproduced by in vitro diagnostics.

e Due to the lack of national and international standards and due to variations in the source material
and its processing, differences in the composition of food extracts can occur. It cannot be excluded
that different results are obtained with different test systems.
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Liability
The test kit, including original accessories, must only be used in accordance with the intended use.

EUROIMMUN accepts no liability for any other use (e.g. non-compliance with the instructions for use
and improper use) or for resulting damages.

Technical support

In case of technical problems you can obtain assistance via the EUROIMMUN website
(https://www.euroimmun.de/en/contact/).

Additional information
Regulatory information for customers in the European Union: Please observe the obligation to report any

serious incidents occurring in connection with this product to the competent authorities and to
EUROIMMUN.

Meaning of the symbols

Storage temperature &\ Biological risks
Unopened usable until

(YYYY-MM-DD) Protect from sunlight

ZN
Single use only (5 Duration

Symbol Meaning Symbol Meaning
Test strips C€ CE marking
. Manufacturing date
CONJUGATE Conjugate &I (YYYY-MM-DD)
Universal buffer d Manufacturer
Substrate solution T3] Observe instructions for use
In vitro diagnostic medical
VD .
device Order number
Lot description W Contents suffice for <n> analyses
-
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EUROLINE Inhalation Trees (IgE)
Test instruction

ORDER NO. ANTIBODIES AGAINST | 1G CLASS SUBSTRATE FORMAT

DP 3128-1601 E Inhalation allergens IgE | 16 x 01 (16)
allergens

Indication: The EUROLINE test kit is used for the diagnosis of sensitisations that may lead to allergy-
associated symptoms such as conjunctivitis, rhinitis or gastro-intestinal problems. These symptoms can
be caused by misguided immune reactions leading to increased immunoglobulin class E (IgE) antibody
concentrations, which are measured by using this test.

Application: The EUROLINE test kit is designed for semiquantitative in vitro determination of allergen
specific IgE (sIgE) in serum or plasma, contributing to the diagnosis of allergies. The test is a
multiparameter assay containing optimised combinations of relevant allergens enabling the simultaneous
analysis of sIgE against these different allergens.

Principle of the test: The test kit contains test strips coated with 11 different allergen extracts. The test
strips are first moistened and then incubated with patient samples in the first reaction step. If samples
contain specific antibodies of class IgE, they will bind to the allergens coated on the strip. To detect the
bound antibodies, a second incubation is carried out using an enzyme-labelled anti-human IgE (enzyme
conjugate) catalysing a colour reaction.

Contents of a test kit:

Description Format Symbol
1. Test strips coated with the allergens: 16 strips

t1, t2, t3, t4, 15, 17, t15, t12, t14, t16, CCD

2. Enzyme conjugate

Alkaline phosphatase-labelled anti-human-IgE (mouse), ready for |1 x 20 ml
use
> J0x concentrated 1100 m
4., Substrate solution
Nitroblue tetrazolium chloride/5-Bromo-4-chloro-3-indolylphosphate |1 x 30 ml
(NBT/BCIP), ready for use
5. Incubation tray, volume-reduced (400 pl) 2 x 10 channels | TRAY |
6. Plastic foil 1 sheet
7. Instruction booklet 1 booklet
Lot description c E | Storage temperature

IVD| In vitro diagnostic medical device w Unopened usable until

Performance of the test requires incubation trays or other components, which are not provided in the test
kits. They are available from EUROIMMUN under the following order numbers:

ZD 9897-0130 Incubation tray (volume-reduced 400 ul) with 30 channels (black, compatible with
EUROBIotMaster and EUROBIlotCamera System)

ZD 9897-0144 Incubation tray (volume-reduced 400 ul) with 44 channels (black, compatible with
EUROBIotOne, EUROBIotMaster and EUROBIlotCamera System)

ZD 9895-0130 Incubation tray (volume 1 ml) with 30 channels (black, compatible with EUROBIlotMaster
and EUROBIotCamera System)

ZD 9898-0144 Incubation tray (volume 1 ml) with 44 channels (black, compatible with EUROBIotOne,
EUROBIotMaster and EUROBIlotCamera System)

Modifications to the former version are marked in grey.
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For the creation of work protocols and the evaluation of incubated test strips using EUROLineScan you
require green paper and adhesive foil:

ZD 9880-0101 Green paper (1 sheet)

ZD 9885-0116 Adhesive foil for approx. 16 test strips

ZD 9885-0130 Adhesive foil for approx. 30 test strips

For covering the incubation trays the adhesive foil can be used as well.

Preparation and stability of the reagents

Note: All reagents must be brought to room temperature (+18°C to +25°C) approx. 30 minutes before
use. Unopened, reagents are stable until the indicated expiry date when stored at +2°C to +8°C. After
initial opening, reagents are stable for 12 months or until the expiry date, unless stated otherwise below.
Opened reagents must also be stored at +2°C to +8°C and protected from contamination.

- Coated test strips: Ready for use. Open the package with the test strips only when the strips have
reached room temperature (+18°C to +25°C) to prevent condensation on the strips. After removal of
the strips the package should be sealed tightly and stored at +2°C to +8°C.

- Enzyme conjugate: Ready for use. Mix thoroughly before using.

- Universal buffer: The universal buffer is supplied as a 10x concentrate. For the preparation of the
working strength universal buffer shake the bottle. The amount required should be removed from the
bottle using a clean pipette and diluted 1:10 with deionised or distilled water. Due to the special
membrane used for the present EUROLINE the working strength universal buffer is used for the
dilution of patient samples and the washing of the test strips. For the incubation of 1 test strip 2.0 ml
buffer concentrate should be diluted with 18.0 ml water. The working strength universal buffer should
be used on the same working day.

- Substrate solution: Ready for use. Close bottle immediately after use, as the contents are sensitive
to light %,

Storage and stability: The test kit must be stored at a temperature between +2°C to +8°C. Do not
freeze. Unopened, all test kit components are stable until the indicated expiry date.

Waste disposal: Patient samples and incubated test strips should be handled as infectious waste. Other
reagents do not need to be collected separately, unless stated otherwise in official regulations.

Warning: Some of the reagents contain the agent sodium azide in a non-declarable concentration.
Avoid skin contact.

Preparation and stability of the patient samples
Sample material: Human serum or EDTA, heparin or citrate plasma.

Stability: Patient samples to be investigated can generally be stored at +2°C to +8°C for up to
14 days. Diluted samples should be incubated within one working day.

Sample dilution:

Version a: The patient samples to be investigated are used undiluted.

Version b: Dilute 175 pl patient sample with 250 pl working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 425 pl.

Version c: Dilute 100 ul patient sample with 1.0 ml working strength universal buffer and mix thoroughly
by vortexing. The final volume should be 1.1 ml.

Sample pipettes are not suitable for mixing.
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Incubation

Pretreat: Place the required amount of test strips in the incubation tray. Fill each of the
channels with 1.0 ml working strength universal buffer and incubate the test
strips for 5 minutes. Afterwards aspirate off all the liquid.

Sample incubation: Manual:

(1% step) Version a (time-optimised): Fill each channel of the volume-reduced
incubation tray with 400 ul of undiluted sample and incubate for 60 minutes
at room temperature (+18 C to +25 C) on a rocking shaker.

Version b (volume-/time-optimised): Fill each channel of the volume-reduced
incubation tray with 425 pul of diluted sample (175 uyl sample + 250 ul working
strength universal buffer) and incubate for 2 h at room temperature (+18°C to
+25°C) on a rocking shaker.

Version c (volume-optimised): Fill each channel with 1.1 ml of 1:11 diluted
sample and incubate overnight (12 to 24 h) on a rocking shaker at room
temperature (+18°C to +25°C). The use of incubation trays with capacities of
1 ml and 400 ul is possible.

(Cover the incubation tray to prevent evaporation.)

Automatic:
Version b (volume-/time-optimised): The incubation volume must be
increased to 510 pl (210 pl sample + 300 ul working strength universal buffer).

Version ¢ (volume-optimised): In version ¢ with 1:11 diluted sample
overnight, the incubation volume must be increased to 1.65 ml (150 pl sample
+ 1.5 ml working strength universal buffer).

Caution: Version c is not suitable for volume-reduced trays, 1 ml trays should
be used.

Washing: Manual:
Aspirate off the liquid from each channel and wash for 3 x 5 minutes with

1.0 ml working strength universal buffer on a rocking shaker.

Automatic:
In version ¢ with 1:11 diluted sample overnight, a volume of 1800 ul must be
used for the first wash step.

Conjugate incubation: Pipette 1.0 ml enzyme conjugate (alkaline phosphatase-conjugated
(2" step) anti-human IgE) into each channel and incubate for 60 minutes at room
temperature (+18°C to +25°C) on a rocking shaker.

Washing: Aspirate off the liquid from each channel. Wash as described above.
Substrate incubation: Pipette 1.0 ml chromogen/substrate solution into each channel. Incubate for
(3" step) 10 minutes at room temperature (+18°C to +25°C) on a rocking shaker.
Stopping: Aspirate off the liquid from each channel and wash each strip 3 x 1 minute

with deionised or distilled water.
Evaluate: Place the test strip on the evaluation protocol, air dry and evaluate.

For automated incubation with the EUROBIlotMaster select the program Euroll Allerg EL60
(version a), Euro08 Allerg 2h (version b) or Euro12 Allerg16h (version c).

For automated incubation with the EUROBIlotOne select the program EURO 11 Allergy ELG60
(version a), EURO 08 Allergy 2h (version b) or EURO 12 Allergy 16h (version c).
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EUROLINE Inhalation Trees (IgE)

Incubation protocol

Pre-treatment

Place the blot strip into the incubation channel
and fill with 1.0 ml working strength universal buffer

Rocking shaker

[ 3 possible incubation variants

1.a) Sample incubation
(time-optimised version)

Aspirate off fluid and pipette 400 ul of

undiluted sample into each channel of the

volume-reduced tray
(only volume-reduced tray ZD 9897)

1.b) Sample incubation
(volume-/time-optimised version)
Aspirate off fluid and pipette
425 pl of diluted sample (175 pl sample +
250 pl working strength universal buffer)
into each channel
Automated: 210 pl sample + 300 pl
working strength universal buffer
(only volume-reduced tray ZD 9897)

1.c) Sample incubation
(volume-optimised version)

Aspirate off fluid and pipette 1.1 ml of
1:11 diluted sample into each channel
Automation: 1.65 ml
(incubation tray
ZD 9895-0130 / ZD 9898-0144)

‘ @ ‘Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

universal buffer each

2. Incubation with conjugate

Aspirate off, pipette 1.0 ml of enzyme conjugate into the
incubation channel containing the blot strip

Rocking shaker

Washing

Aspirate off, wash 3 x 5 min with 1.0 ml working strength

universal buffer each

3. Incubation with substrate

Aspirate off, pipette 1.0 ml of chromogen/substrate
solution into the incubation channel containing

the blot strip

Rocking shaker

Stopping

Aspirate off, wash each strip 3 x 1 minute with

deionised or distilled water

Evaluate

Fix the test strips to the evaluation protocol,

air dry and evaluate

4
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Interpretation of results

Handling: After stopping the reaction using deionised or distilled water, place the incubated test strips
onto the adhesive foil of the green work protocol (created beforehand in the EUROLineScan program)
using a pair of tweezers. The position of the test strips can be corrected while they are wet. As soon as
all test strips have been placed onto the protocol, they should be pressed hard using filter paper and left
to air-dry. The drying process should take place without any direct light, in an environment as dark as
possible. After they have dried, the test strips will be stuck to the adhesive foil. Incubated strips that are
still moist show a background colouring that disappears when they are completely dry. Therefore the
evaluation of the strips is only to take place after the strips have completely dried.

For digital evaluation follow the instructions in the EUROLineScan user manual. The code for entering
the test into EUROLIineScan is Inh Trees PL.

Caution: An indicator band is located on the lower end of the strip. The incubation was performed
correctly if a colour reaction is visible on the control band. The test is valid if the indicator is detected at
least with EAST class 3.

Some samples might display a dark background staining of the membrane and white bands at
the position of the antigens. These lighter bands should be interpreted as negative.

An indicator band < EAST class 3 indicates an incorrect incubation. The incubation should be
repeated with new reagents.

When using EUROLineScan the intensity of the bands is calculated in EAST classes of 0 to 6. EAST is
the abbreviation for Enzyme-Allergo-Sorbent Test and is with respect to the concentration grades
identical to the well-known RAST system (Radio-Allergo-Sorbent Test) used in allergy diagnostics.

The classes can be divided into the following concentrations:
Class Concentration [kU/I] | Result

0 <0.35 No specific antibodies detected.

Very low antibody titer, frequently no clinical symptoms where
sensitisation is present.

Low antibody titer, existing sensitisation, frequently with clinical

1 0.35<sIge <0.7

2 0.7 <slgE <3.5 symptoms in the upper range of class.

3 3.5<slge <17.5 Significant antibody titer, clinical symptoms usually present.
4 17.5 < slgk < 50.0 High antibody titer, almost always with clinical symptoms.

5 50.0 < slgE <100.0 Very high antibody titer.

6 2100.0 Very high antibody titer.

For diagnosis, the clinical picture of the patient always needs to be taken into account along with the
serological findings.
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Allergens: The test strips include the following allergens:

t1 -
12 -
13 -
Y -

15 -
17 -
15 -

112 -
t14
116

CCD
Ind

3128 |01-01 |
*

Position Allergen code Allergen name
1 tl Box elder
2 t2 Alder
3 t3 Birch
4 t4 Hazel
5 t5 Beech
6 t7 Oak
7 t15 Ash
8 t12 Willow
9 t14 Poplar
10 t16 White pine
11 CCD CCD marker
12 Ind Indicator band
*The following labels may exist: PL IN1-01-01, 3128 | 01-01

Test characteristics

Measurement range: The EUROLINE is a semiquantitative method. The measurement range is given in
EAST system classes 0 to 6.

Cross reactions: Due to the similar structure of the allergens, e.g. similarities in chemical substances or
botanical relations, cross reactions may occur. The specific IgE antibodies that have developed in a
patient also attach to identical epitopes of homologous protein allergens.

Examples for cross-reactivitiy between airborne allergens and food allergens:

Inhalation allergens

Associated food allergy

Grass

Tomato, potato, carrot, celery, garlic, onion, wheat, rice, green pea, peanut,
apple, peach, orange, melon, kiwi

Birch Hazelnut, walnut, apple, pear, carrot, celery, potato, orange, kiwi
Mugwort Celery, carrot, spices, mustard, hazelnut

Ragweed Melon, cucumber, banana

English plantain Melon

Latex Avocado, potato, banana, tomato, walnut, kiwi

Interference: Haemolytic, lipaemic and icteric sera up to a concentration of 5 mg/ml for haemoglobin, of
20 mg/ml for triglycerides and of 0.4 mg/ml bilirubin showed no effect on the analytical results of the

present EUROLINE.
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Inter- and intra-assay variation: The inter-assay variation was determined by multiple analyses of
characterised samples over several days. The intra-assay variation was determined by multiple analyses
of characterised samples on one day. In every case, the intensity of the bands was within the specified
range. This EUROLINE displays excellent inter- and intra-assay reproducibility.

Sensitivity and specificity: The sensitivity of the EUROLINE with respect to the ImmunoCAP system is
for timothy grass (g6) 90%, for birch (t3) 90%, for Dermatophagoides pteronyssinus (d1) 83%, for
Dermatophagoides farinae (d2) 84%, for cat (e1) 98% and for horse (e3) 82%.

The specificity of the EUROLINE with respect to the ImmunoCAP system is for timothy grass (g6) 100%,
for birch (t3) 92%, for Dermatophagoides pteronyssinus (d1) 100%, for Dermatophagoides farinae (d2)
86%, for cat (e1) 91% and for horse (e3) 100%.

Timothy grass (g6) EUROLINE Birch (t3) EUROLINE
n =294 pos. | neg. n =97 pos. | neg.
pos. 64 7 pos. 55 6
ImmunoCAP neg. 0 23 ImmunoCAP neg. 3 33
Dermatoph. pt. (d1) EUROLINE Dermatoph. far. (d2) EUROLINE
n=44 pos. neg. n =45 pos. | neg.
pos. 25 5 pos. 26 5
ImmunoCAP neg. 0 14 ImmunoCAP neg. 2 12
Cat (el) EUROLINE Horse (e3) EUROLINE
n=74 pos. | neg. n=34 pos. | neg.
pos. 50 1 pos. 9 2
ImmunoCAP neg. 2 21 ImmunoCAP neg. 0 23

Limitations of in vitro allergy diagnostics

Accurate performance of the assays according to the test instruction will lead to reliable and reproducible
results. In any case, the final diagnosis should not be solely based on one type of analysis. A well-
founded anamnesis and further laboratory findings should always be taken into account. Skin tests as
well as provocation test (if possible) are mandatory to receive the entire information needed for an
optimal decision regarding the specific immunotherapy that should be applied. The clinical picture is not
always in line with in vitro test results.
Negative in vitro results may occur e.g. when:

- symptoms are not IgE-mediated,

- samples were taken before the organism was able to produce antibodies against the antigen,

- IgE concentrations reached a minimum a long time after sensitisation.
Positive results with specific IgE in vitro tests do not necessarily have to correlate with clinical
manifestations.
Many IgE antibodies can cross-react with various allergens or redundant carbohydrate structures.
Especially food allergens frequently show a negative result in vitro although clinical symptoms may be
present. This phenomenon can be explained through the effect of maturing, industrial processing,
cooking, or frying of the allergen. Furthermore, the allergic reaction can be induced by a metabolite of
the allergen resulting from the digestive process in vivo, which cannot exactly be recapitulated by in vitro
diagnostics. Above all, some food is likely to be very sensitive to the coupling procedure to the solid
phase so that not all allergens which are present in the native form may be present.
For the determination of specific IgE antibodies a variety of test systems is available. Due to the
variability of the source material used for the production of allergen extracts and the manufacturing
process itself the quality of the extracts used for allergy diagnostics varies significantly. Therefore the
results of different test systems cannot easily be compared to each other due to the lack of international
standards — neither for the allergens, nor for the antibodies used by these assays. Thus, a slight
deviation between different test systems cannot be ruled out and is not a general criterion for the quality
of the assay.
In general, identical results for different patients do not necessarily mean identical clinical
manifestations.
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Clinical significance

The term allergy was originally defined by Clemens von Pirquet to mean the body’s increased ability to
react to a foreign substance. Today the term allergy means an oversensitivity to foreign substances
which are normally harmless. Alongside any genetic predisposition, numerous non-genetic factors also
play a role, such as exposure to the allergen, nutritional condition, existing chronic diseases and acute
viral infections. Atopy is a hereditary disposition to developing allergic reactions such as allergic asthma,
rhinitis (hay fever) or dermatitis (including atopic eczema).

The most frequent occurring allergy is a type | hypersensitivity reaction, in which specific IgE antibodies
are formed. The symptoms (rash, oedema or itching) generally occur shortly after contact with the
allergen. These allergies are therefore also termed immediate type reactions. Allergens are acquired
either through the air and mucous membranes of the body (inhalation allergies) or by ingestion (food
allergies).

More than 15% of the population in industrial countries suffer from an immediate-type allergy. Typical
allergic reactions are rhinitis, conjunctivitis and allergic asthma. A worldwide increase in allergic rhinitis
has been observed, with a prevalence of 4% to more than 40% in various regions. Inhalation allergies
can be triggered by seasonal allergens (pollen from trees, grasses and weeds) or all-year-round indoor
allergens (house dust mites, domestic animals, mould spores). The allergic symptoms intensify with
every further exposure to the allergen. If a systemic allergic reaction occurs, serious, even life-
threatening reactions can result (anaphylactic shock).

A food allergy is an IgE mediated reaction which leads to symptoms within hours of having ingested the
food. The most common foods causing allergic reactions are peanuts, soy, wheat, shellfish, fish, milk,
eggs and tree nuts. Possible symptoms are burning or itching in the oral cavity, nausea, gastrointestinal
spasms, diarrhoea and skin rashes. Severe reactions can also lead to asthma attacks, breathlessness,
increased heart rate and to panic attacks and confusion. In rare cases anaphylaxis can occur (e.g. after
the consumption of peanuts, nuts or fish).

However, allergic reactions to foods of plant origin can also be caused by cross-reacting IgE antibodies.
These reactions, termed cross-allergies, are based on the structural similarity between proteins which
are present in both the food as well as in the corresponding inhalation allergens of plant origin. For
example, patients with a birch pollen allergy can also develop allergic reactions to apple, celery,
hazelnut, potato or kiwi.

Immunotherapy or hyposensitisation (desensitisation) established as a treatment for type | allergy does
not provoke a change in IgE levels, although a significant reduction of the symptoms can be achieved.
A definite response of a patient to immunotherapy normally manifests as an increase in the allergen-
specific IgG antibody concentration during the course of treatment. However, this does not always
correlate with a remission in symptoms.

Many allergens are glycoproteins and contain oligosaccharide side chains which are bound to the
protein framework of the allergens. Some patients develop specific antibodies against these
carbohydrate structures. The abbreviation CCD stands for cross-reactive carbohydrate determinant.
CCDs are present in many plant and animal allergens. Due to their significant similarity in structure,
CCDs are known to cause a strong cross reactivity. Although the importance of specific IgE antibodies
against CCDs has not yet been fully understood, they are considered to be irrelevant for diagnosis in
most cases and as such complicate the interpretation of positive in vitro diagnostic results. For this
reason, the presence of specific IgE antibodies against CCDs may provide useful additional information,
especially when positive IgE results disagree with the clinical picture, and can serve as an interpretation
aid in the evaluation of overall test results.
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Beside the described test system, further methods are available for the detection of antibodies of class
IgE against allergens. With the EUROASSAY, antibodies against up to 30 allergens per slide can be
detected simultaneously. Membrane strips coated with thin parallel lines of several purified,
biochemically characterised antigens are used as antigen-containing solid phase. The membranes are
fixed to slides in the form of BIOCHIPs. The EUROLINE allows the differentiation of allergic reactions to
inhalation allergens, food allergens and cross-reacting allergens (pollen-associated food allergies). Anti-
bodies against up to 36 allergens per strip can be detected monospecifically in parallel. EUROLINE tests
with different allergen configurations are available for different diagnostic applications, for example
atopy, inhalation, food and cross reactions. Fully automated processing of immunoblot tests, including
sample pipetting, incubation and evaluation of test strips, is provided by the blot processor
EUROBIotOne and the evaluation software EUROLineScan. Alternatively, the incubation and evaluation
of test strips can be automated using the EUROBIotMaster system in combination with EUROLineScan.
Microplate ELISA are used to determine the total IgE concentration in the serum in order to differentiate
between allergic and intrinsic asthma, between rhinitis allergica and vasomotorica and between atopic
and seborrhoeic dermatitis. The Allercoat™ 6 Microtiter ELISA allows the determination of allergen-
specific IgE concentrations in the serum to investigate allergic reactions to more than 600 different
allergens and allergen mixtures. This test method can also be performed and evaluated automatically.
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