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Sutartiniai zenklai

Simbolis

Reiksme

Simbolis ReikSmeé

Lazeris, pavojinga akims
Vieta: ant permatomo dangcio,
ant braksninio kodo skaitytuvy

85 %
Drégmés diapazonas

@),

20 %

Elektros smuigio pavojus
Vieta: ant aukstos jtampos elektros
maitinimo bloko, elektroniniuose blokuose

+30°C
Temperaturos diapazonas
+18°C

o

Biologinis pavojus

Vieta: ant atlieky butelio kamscio, plovimo
stoties, atlieky siurblio, gumuléliy aptikimo
skydo

Medicinos prietaisas atitinka
ES 98/79 IVD direktyva

Silumos smiigio pavojus
Vieta: reakcijy zonos jéjimas

Skaitykite naudojimo instrukcija

| |3
o w)

Elektrostatinis smugis
Vieta: elektroniniuose blokuose

Pavojus vartotojui
Vieta: ant meginiy ir ausinimo dekly

Medicinos prietaisas yra
CE sertifikuotas, kad atitikty IVD

direktyva

M
m

CALTION-CLARS M8 4V ISIHLE LASER
HAILATION WHEN QPR
ANIHT FEXPURIRE TOVTHE BEAM

Ispéjimas - Atidarius sklinda

3B klasés nematoma lazerio
spinduliuoté.

Stenkités nepatekti po spinduliais
Vieta: ant skaitytuvo galvutés ekrano

Pagaminimo data

Gamintojo pavadinimas
ir adresas

E L&

CAUTION-CLASS 38 INVISIELE
LASER RADIATIONWHIEN OPEN

AND [NTERLOCKS DEFCAT
AV EXPOSUKE 10 1HE BEAM

Ispéjimas - Atidarius ir susilpnéjus
blokavimui sklinda 3B klasés
nematoma lazerio spinduliuoté.

Stenkités nepatekti po spinduliais
Vieta: ant soninio skydo, prieigos prie
lazerio vietoje

Nominali apsaugos srové

F15A

LASER LIGHT

00 NOT STARE INTO BEAM

Mewmum Qutput: 137

duraion: A0 us
englh: 5

TEC BORGS 1 19E0+02-2001
Carnplies with 21 CFR 104010

Lazerio Sviesa

Neziurékite j Svytejima.
2-sios klasés lazerio gaminys
Vieta: ant permatomo dangcio

Elektros ir elektroniné jranga

turi bati surenkama atskirai,
laikantis gamintojo atsakomybés
(B-R-A-H-M-S GmbH)

Skaitymo modulio

Referentinis
bloko numeris

106172

SN[RD[nn-0000-R | gerjjos numeris
LaSinimo modulio
SN[PT[nn-0000-R |  gerjjos numeris
SN Jrenginio
zyméjimai

V~

Kintamoji elektros srové

B-R:A-H-M-S KRYPTOR compact SOLUTIONS
(TIRPALY) Zyméjimas

x Xn %'SGH% zalingas
x Xi @SGHO? dirginantis




Saugos instrukcijos

Vartotojo vadove pateikiamos saugos instrukcijos leidzia
vartotojui iSvengti Zmoniy suzalojimo, materialinés Zalos
bei aplinkos tarsos.

Thermo Scientific™ B-R-A-H-M-S™ KRYPTOR™ com-
pact PLUS vartotojai privalo ypa¢ atidziai iSstudijuoti
SAUGOS INSTRUKCIJAS, pateiktas B-R-A-H-M-S
KRYPTOR compact PLUS vartotojo vadove.
B-R-A-H-M-S KRYPTOR compact PLUS jrengima gali
atlikti tik tinkamai pasirenges eksploatacijos inzinierius.
Jrengimo metu turi bati patikrintos visos veikimo specifi-
kacijos. Draudziamas bet koks leidimo neturincio perso-
nalo bandymas jrengti, taisyti ar modifikuoti prietaisa.
Sis in vitro prietaisas turi bati naudojamas tik kvalifikuoto
ir pasirengusio personalo, laikantis geros gamybos prak-
tikos (GGP) taisykliy. Privaloma laikytis Salies sveikatos
apsaugos ir saugos taisykliy.

Rezultaty vertinima ir interpretavima turi atlikti kvalifikuo-
tas vartotojas.

B-R-A-H-M-S KRYPTOR compact PLUS turi bati naudo-
jamas tik kartu su B-R-A-H-M-S KRYPTOR compact
PLUS vartotojo vadove nurodomomis medziagomis,
jranga ir priedais.

B-R-A-H-M-S KRYPTOR compact PLUS analizatorius
yra 2-sios klasés lazerio gaminys.

Ispéjimas: Atliekant kitokias kontrolés ar reguliavimo
proceduras, nei €ia nurodytos, arba atliekant jas kitu
badu, gali atsirasti pavojinga radioaktyvi spinduliuoté.

Atsargumo priemonés jdiegimo metu
Naudoti tik patalpoje

Aukstis vir§ jaros lygio  1ki 2000 m

Temperattros 18...30°C

diapazonas

Dréegnumas 20-85% (be kondensacijos)
Korozija Apsauga nuo 1N HCI,

1N NaOH, tirpalo nuo tersaly,
balinancio reagento
Kintamoji 100-240 V jtampa,
elektros tinklo jtampos svyra
vimai iki £ 10% nuo nomina
lios vertés

50-60 Hz

Galia 465 VA

Pereinamasis virsjtampis:

Il kategorija

Leidziami tarpai:

UzZpakalyje: 5 cm

IS kairés puseés: 10 cm

IS deSinés pusés: 20 cm
Atjungiantis prietaisas turi
bati pasiekiamas.

Nuo -20 iki 70 °C

Nuo 0 iki 50 °C

Elektros tinklai

Talpinimas

Transportavimo sglygos
llgalaikis laikymas

Jéjimy ir iSéjimy prijungimai

Atsargiai: Prie nuosekliosios sgsajos junggCiy junkite tik
RS-232 tipo linijas (labai Zema apsaugos jtampa).

Prie USB jungties junkite tik specialy, kartu komplek-
tuojamg USB kabelj (labai Zema apsaugos jtampa).
Prie atlieky butelio dangtelio (skysc€io lygio ir mechani-
nis daviklis) prijunkite tik specialiai tam skirtg kabelj
(labai zema apsaugos jtampa).

Elektromagnetinis suderinamumas

Dél pakeitimy ir patobulinimy, jdiegty be aiSkaus
B-R-A-H-M-S GmbH leidimo, vartotojui gali bati uZzdrau-
sta eksploatuoti jrangg.

B-R-A-H-M-S KRYPTOR compact PLUS atitinka B klasés
produktams keliamus reikalavimus, kaip apibrézta IEC
61326-2-6 standarte.

B-R-A-H-M-S KRYPTOR compact PLUS atitinka emisijos
ir atsparumo reikalavimus, apibadintus EN 61326-2-6.
Elektromagnetiné aplinka turéety bati jvertinta prie$ pra-
dedant naudoti prietaisa.

Nenaudokite Sio prietaiso arti stiprig elektromagnetine
spinduliuote skleidziancio Saltinio (pvz., neekranuoty radijo
dazniy Saltiniy), nes tai gali trukdyti jam tinkamai veikti.

Elektros sauga

Neprijunkite B-R-A-H-M-S KRYPTOR compact PLUS
prie maitinimo Saltinio nejsitiking, kad nustatyta tinkama
jtampa.

Analizatorius gali bUti naudojamas su maitinimo (elek-
tros tinklo) 100-240 V~ (50-60 Hz) jtampa. Patikrinkite
vietinio maitinimo Saltinio (elektros tinklo) jtampa, kuri
bus naudojama. Visada junkite analizatoriy j jZemintg
lizda. Dirbantis techninés prieZitros personalas, siekda-
mas elektros saugos, visg laikg turéty atkreipti démesj
garsa.

Nors visos analizatoriaus metalinés dalys yra jzemintos,
(nulinés jtampos), jy niekada negalima liesti viena ranka,
kai kita ranka lieCiama vandentiekio jranga, radiatorius,
AC srove naudojantis prietaisas arba kitas jzemintas
objektas.

Prie$ atidarant analizatoriy iStraukite elektros kabelj i$
lizdo. Nekeiskite daliy arba nebandykite kg nors taisyti,
kai analizatorius jjungtas.

Nedirbkite su analizatoriumi aplinkoje, kurioje yra
sprogstamuyjy dujy, nes analizatoriaus dalys gali sukelti
kibirkstis.

Visuomet venkite skysc€iy iSsiliejimo ant analizatoriaus
arba j jj. Bet koks nulietas skystis turi bati nedelsiant
iSvalytas.

Jeigu jrenginys naudojamas ne taip, kaip nurodo
B-R-A-H-M-S GmbH, gali bati pazeista numatyta jrengi-
nio apsauga.




Biologiniai pavojai

Dirbant su Zmogaus serumu, kontroliniais méginiais ir
kalibratoriais, visos pasiekiamos analizatoriaus dalys turi
bati traktuojamos kaip biologiSkai pavojingos. Pipetés
antgalis, méginiy kasetés, reagenty kasetés, sukamojo
jrenginio nulaséjusiy skysciy leksté ir analizatoriaus
pagrindas turi bati nuolat dezinfekuojami.

Visiems pavirSiams, turintiems salytj su pacienty poten-
cialia uzkrecian¢ia medziaga arba salytj su vartotoju, lai-
kykités valymo reikalavimy ir valymui nuo terSaly naudo-
kite 5% hipochlorido tirpala. (Zr. B-R-A-H-M-S KRYPTOR
compact PLUS Vartotojo vadova, prieZidros skyriy.)
Grieztai rekomenduojama muaveti pirStines ir specialy
drabuzj.

Atliekos

Reagentus ir atliekas reikia paSalinti kaip potencialiai
uzkreciancias laboratorijos atliekas pagal vietos valdzios
potvarkius.

Atskiedimo léksté, reakcijy lIéksté

Prie$ paSalindami atskiedimo |ékSte bei reakcijy lékste,
ant jy pripildykite lipnig uzdengianlig juostele su
biologinio pavojaus Zenklu. Lipnios uzdengiancios
juostelés komplektuojamos kartu su lekStéemis.

B-R-A-H-M-S KRYPTOR compact SOLUTIONS 1 iki 4
(TIRPALAI 1 iki 4)

Smulkesne informacijg skaitykite saugos instrukcijose
prie pakuotés pridétame informaciniame lapelyje.
Saugos duomeny saradus galima gauti i$ Tarptautinio
gamintojo atstovo pagal pageidavima.

Lazeris

Naudodamiesi meginiy karuselés bruksninio kodo skai-
tytuvu (2 klasés lazeris) ir rankiniu broksninio kodo
skaitytuvu neziarekite j lazerio spindul;.

Saugokités, kad jis nepatekty tiesiai j akis. 2 klasés
lazeriy iSéjimo galia apribota iki 1 milivato, o lazerio
Sviesos bangos ilgis turi bati nuo 400 iki 700 nm.
2 klasés lazerio spinduliui atsitiktinai arba dél neatsar-
gaus kieno nors elgesio (netinkamo naudojimo) pate-
kus tiesiai j akis del natdralaus akies vyzdzio susitrauk-
imo asmuo nepatirs jokiy suzalojimy. Dél Sios natdra-
lios ir nevalingos reakcijos zmogus mirkteli ir pasuka
savo galvg j alj, kad spindulys neSviesty tiesiai j akis.
Taciau pasikartojantis lazerio spindulio poveikis gali
bati nesaugus.

Prietaiso viduje jmontuotas lazeris (3B klasés lazeris)
skleidzia nematomus spindulius, kuriy charakteristikos
yra:

Lazerio tipas LTB SRS
Spindulio nuokrypis (mrad) 3*3 58
Impulso ilgis (ns) 2,5 <3,5
Didziausia galia (kW) 100 45
Pasikartojimo daznis (Hz) 20 20

3B klasés lazeriy galia yra pakankamai didelé, kad
suzaloty akj tiek tiesioginiu spinduliu, tiek ir jo atspin-
dziais. Kuo didesné prietaiso iSéjimo galia, tuo didesnis
suzalojimo pavojus. Todél 3B klasés lazeriai laikomi
pavojingais zmogaus akims.

Lazeris pasiekiamas tik nuémus prietaiso dangtelj. Ant
prietaiso dangtelio (Soniniame prieigos skyde) sumon-
tuotas apsauginis blokatorius, kuris nedelsiant iSjungia
lazerio spindulj.

Daugiau informacijos rasite B-R-A-H-M-S KRYPTOR
compact PLUS Vartotojo vadove bei B-R-A-H-M-S
KRYPTOR reagenty ir naudojamy priedy instrukcijose.




Jvadas

Numatyta paskirtis

B-R-A-H-M-S KRYPTOR compact PLUS yra visiSkai
automatizuota sistema diagnostikai in vitro.

Ji paprastai naudojama pacienty meéginiy matavimui
atsitiktine tvarka.

B-R-A‘H:M-S KRYPTOR compact PLUS yra uzdara
sistema ir gali veikti tik naudojant specialius reagentus,
sidlomus B-R-A-H-M-S GmbH. Sistema paremta TRACE
technologija (laikui bégant sugeriama padauginta kriptato
emisija (Time-Resolved Amplified Cryptate Emission).
B-R-A‘H-M-S GmbH nuolat tobulina Sig sistemg ir
reagentus.

TRACE - unikalus B-R-A-H-M-S KRYPTOR compact
PLUS matavimo principas

B:R-A-H-M:S KRYPTOR/KRYPTOR compact mata-
vimo principas remiasi TRACE technologija, matuo-
jan¢ia signalg, kurj su uzdelsimu iSleidZia imuninis
kompleksas.

TRACE technologijos pagrindas yra nespindulinés
energijos perdavimas i§ donoro akceptoriui.

Donoro ir akceptoriaus artumas, kai jie yra imuninio
komplekso dalis, ir spektrinis persidengimas tarp
donoro emisijos ir akceptoriaus absorbcijos spekiry,
viena vertus, suintensyvina fluorescentinj kriptato sig-
nalg, kita vertus, prailgina akceptoriaus signalo trukme
ir leidZia iSmatuoti uzdelstg fluorescencija.

Tikslus analités koncentracijos matavimas

Kai méginys yra suzadinamas su azoto lazeriu 337 nm,
donoras iSleidzia ilgalaikj fluorescentinj signalg milise-
kundziy diapazone 620 nm, tuo tarpu akceptorius
sukuria trumpalaikj signalg nanosekundziy diapazone
665 nm arba 707 nm, priklausomai nuo akceptoriaus
tipo. Kai du komponentai yra susieti imuniniame kom-
plekse, ir signalo papildymas, ir akceptoriaus signalo
trukmeés pailgéjimas jvyksta 665 nm arba 707 nm, taigi,
tai galima iSmatuoti per py-sekundes. llgai iSliekantys
signalai yra proporcingi matuojamos analités koncen-
tracijai.

Patikima apsauga nuo trukdziy

Nespecifiniai signalai yra paSalinami panaudojant
viduje apskaiciuota Siy bangy ilgiy intensyvumo pro-
porcijg (665/620 arba 707/620).

Kriptato sukurtas 620 nm signalas pasitarnauja kaip
vidiné nuoroda ir yra matuojamas vienu metu su
ilgalaikiu akceptoriaus 665 nm arba 707 nm signalu.
Trukdzius sukeliancios jtakos, pvz., i$ drumsto serumo,
yra automatiskai iStaisomos.

Imuninis kompleksas

Pletéjimas
Meéginiy energijos Ribotas
aktyvizavimas perdavimo akceptorius.
prie 337 nm Donoras metu (XL 665)

. .
P ligalaikis
akceptoriaus

signalas prie
665 arba 707 nm

Intensyvumas

Laikas (usek)

Riboto akceptoriaus
signalo energijos trukmé

Laisvas (neribotas) akceptorius

Meginiy
aktyvizavimas  Laisvas (neribotas)
prie 337 nm akceptorius

*

Intensyvumas

Laikas (nsek)

Trumpalaikis
akceptoriaus
signalas prie
665 nm

Laisvo akceptoriaus
signalo trukmé

Veiksniy susidurimo vidinis pataisymas

= Donoras
L] —— Akceptorius

Fluorescencijos intensyvumas

i

Signalo rysys

= Donoras
—— Akceptorius

(34
i ' Ir!| I’.‘ll

o I)__n 24

Fluorescencijos intensyvumas

Signalo rysys
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Prietaiso komponentai

Sj prietaisg sudaro dvi dalys: lainimo modulis ir
skaitymo modulis.

Lasinimo modulis
Sig dalj sudaro laginimo skyrius @, skys¢iy sistema
@ ir sukamasis jrenginys ©.

© Lasinimo skyrius

LaSinimo skyriy sudaro méginiy zondas Sildomu
antgaliu ir plovimo vieta. Sildomam antgaliui naudo-
jama tariné skysciy lygio nustatymo sistema, skirta
jsiurbti visus biologinei analizei atlikti reikalingus
komponentus. Juos sudaro meéginys, skiediklis ir
reagentai. |siurbus megin;j ir reagentg j antgalj, ant-
galis paSildomas iki reakcijos temperataros ir veikia
kaip inkubatorius prie$ reakcijg. Tai uZztikrina, kad
prie$ patekdami j reakcijos sritj skysciai bty reakci-
jos temperatiros. IStekéjus skysCiams antgalis
iSplaunamas, kad bdty iSvengta uzterSimo tarp
meginiy.

Atsargiai — atidarius bet kokj skysc&iy sistemos
angos dangtj, j antgalj nebesiurbiama.

O Skys¢iy sistema

Skys¢iy sistemg sudaro 3 bakai, kuriy talpa 5 litrai.
Pirmasis skirtas praplovimo skysciui (TAMPON/
BUFFER; uzsakymo kodas buferiui: B-R-A-H-M-S
KRYPTOR BUFFER) ir naudojamas iSplauti vamz-
deliy sistemai po ladinimo.

Antrasis bakas su distiliuotu arba demineralizuotu
vandeniu naudojamas kaip skys€iy sistema (EAU
DISTILLEE/DISTILLED WATER), skirta uzpildymui
prie$ laSinimg bei iSlaikyti vamzdelius vandenyje,
kol prietaisas laikinai neveikia arba yra iSjungtas.

Jan
[wasTe |

L)
ey
(2

Treciasis bakas naudojamas surinkti skystoms atlie-
koms (DECHETS/WASTE). Tik atliekoms skirtas
bakas ant dangtelio turi pluduriuojantj jutiklj, kontro-
liuojantj skyscio lygj, ir mechanin;j jutiklj, reaguojant;
i tai, ar baka yra, ar ne. Buferio ir distiliuoto vandens
lygiai kontroliuojami pladuriuojanéiais jungikliais
prietaiso pagrindinio korpuso viduje. Kai VDU
ekranas bakas ima rodyti raudonai, bakas galima
vél pripildyti nenutraukiant vykstanéio proceso. Sie
bakai neturi skysciy jutiklio.

Distiliuoto arba deminerali-
zuoto vandens talpykla —
su pladuriuojanéiu jungikliu

PBS talpykla su
pladuriuojanéiu jungikliu

© Sukamasis jrenginys

Méginiy karuselé
suskirstyta j 5 pa-
détis. 1, 2 ir 3 pade-
tys yra misrios pas-
kirties, | jas galima
déti reagenty arba
meginiy déklus. 4 ir
5 padétys skirtos tik
méginiy déklams. Atidarius dangtj, karusele galima
pasukti ranka — taip paprasciau pasiekti kiekvieng
padétj.
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Reagenty déklas

| $j priedg galima jdéti 4
reagenty rinkinius. Vésinimo
sistema (2...8 °C) jjungiama
tik tada, kai déklas teisingai
jstatytas j karusele ir prietai-
sas yra jjungtas.

Karuselei judant, reagenty
rinkiniams identifikuoti nau-
dojama infraraudonujy spinduliy sistema. Besisukant
karuselei, automatiSkai skenuojama reagenty rinkiniy
braksninio kodo identifikacija. Atsargiai: Dékite rinki-
nius teisinga tvarka; broksninis kodas turi bati mato-
mas organinio stiklo langelyje (Zr. nuotraukg). Visy
reagenty rinkiniy ir reagenty daliy temperatiros
inventorizavimas yra visiSkai kontroliuojamas progra-
mos, naudojancios spalvy kodus.

Meginiy, atskiedimo leksciy ir SOLUTIONS 1-4
(TIRPALU 1-4) deklas

Siame dékle telpa 16 mégi-
niy mégintuveéliy. 60-120 mm
aukscio ir 11-17 mm skers-
mens pirminius ar antrinius
mégintuvélius galima derinti
déti bet kokia tvarka. | spe-
cialy metalinj adapterj taip
pat gali bati jstatomi kalibra-

Siame dékle taip pat numatyta vieta jstatyti
SOLUTIONS 1-4 (TIRPALY 1-4).

Meginiy deklai nustatomi pagal broksninio kodo
identifikacijg, esancig dalies virSuje ir viduryje.

GmbH
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SOLUTIONS 1, 2, 3ir 4 (TIRPALAI 1, 2, 3 ir 4)
(uzsakymo kodas B-R-A-H-M-S KRYPTOR compact
SOLUTION 1-4)

SOLUTIONS 1 ir 2 (TIRPALAI 1 ir 2) naudojami
Sausy reagenty istirpinimui. SOLUTIONS 3 ir 4 (TIR-
PALAI 3 ir 4) reikalingi skirtingiems plovimo etapams
tarp reagenty ir méginiy lasinimo. Jy naudojimas pri-
klauso nuo analiCiy. Nepripildykite buteliy iki pat
virSaus. Kiekvieno tirpalo butelj kontroliuoja prietaiso
programa, naudodamasi brukSniniu kodu, esanciu
butelio virSuje. SOLUTIONS 1 ir 2 (TIRPALAI 1 ir 2)
batini pradedant reagenty rinkiniy parengimg. SOLU-
TIONS 3 ir 4 (TIRPALAI 3 ir 4) batini pradedant po to
sekantj méginiy iSpilstyma.

ATSKIEDIMO LEKSTES (uzsakymo kodas
B-R-A-H-M-S KRYPTOR compact DILCUP)
Atskiedimo lekste, kurig sudaro 24 duobutes, siste-
mos naudojama didelés koncentracijos atskiedimui
arba atlikti tikslinimo testg, panaudojant skiediklj
arba specialy reagentg. Pagal broksninj kodg iskilio-
joje 1ékstés puseéje programa gali kontroliuoti, kiek
yra laisvy duobuciy ir koks instrumento eksploata-
vimo laikas.

O Skaitymo modulis

Visas aparatas yra jjungiamas arba iSjungiamas O/I
mygtuku, esanciu skaitymo modulio deSiniojoje
puséje. Sj modulj sudaro reakcijy sritis ir optine skai-
tymo sistema, matuojanti imuninio komplekso sklei-
dZiamg signalg. Reakcijy IékSte sudaro 96 duobutés
(uzsakymo kodas B-R-A-H-M-S KRYPTOR compact
REACT), jos eksploatavimo laikg prietaiso viduje
programa kontroliuoja pagal briksninj kodg ant kiek-
vienos reakcijy lekstés ir permatomg uzstumiamg
dangtj. Reakcijy lékste batina iStustinti kas 24 valan-
das. Reakcijy lekste Sildoma iki 37 °C + 0,5 °C.

© Rankinis bruksninio kodo skaitytuvas
Visa reikalinga informacija apie kalibravima, kontro-
liniy meéginiy arba reagenty partijas registruota
B-R-A-H-M-S KRYPTOR compact PLUS brak$niniy
kody skaitytuvuose, taip pat ir reakcijy lekstes
bruksninis kodas.
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Sistemos buklés lango aprasymas
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© PRIEIGA PRIE PAGRINDINIY MENIU

O B-R-A-H-M-S KRYPTOR compact PLUS
MYGTUKUY JUOSTA

© WINDOWS KOMANDY JUOSTA

O WINDOWS PALEISTIES MYGTUKAS
© WINDOWS UZDUOCIY JUOSTA

O BUSENOS JUOSTA

@ B-R-A‘H-M-S KRYPTOR compact PLUS
DARBINIS PAVIRSIUS

B':R‘A-H-M-S GmbH

@ Atliekos

@ Distiliuotas arba demineralizuotas vanduo:
Skyscio sistema

® Buferis PBS: Fosfato buferis
fiziologinis tirpalas: Plovimo skystis

@ B-R-A-H-M-S KRYPTOR compact plovimo
tirpalai

& Atskiedimo lékstes
® Meéginiy déklas

@ Reagenty déklas
Reakcijy leksté

B:R-A-H-M-S KRYPTOR compact PLUS Vartotojo vadovas (Version R06It)
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Pagrindiniai meniu

Siuos meniu galima pasirinkti paspaudziant:

Pasirodo pagrindinio meniu juosta

(KRYPTOR compact )

System Data Instrument Registration Administration Help

Norédami jg uzdaryti, vél paspauskite:

SYSTEM DATA INSTRUMENT REGISTRATION ADMINISTRATION HELP
SISTEMA DUOMENYS | PRIETAISAS REGISTRACIJA VALDYMAS PAGALBA
* Logon * Worklist * Rescan Carousel * Calibrator/Standard | * Panels * User Manual
Seanso pradzia Darbinis Pakartotinai Kalibratorius/ Skydeliai Vartotojo vadovas
sgrasas nuskenuoti Standartas
* Shutdown . o * Analytes * About
. sukamajj jrenginj o )
Sustabdyti * Results * Control Analités Apie
Rezultatai * Start Processing Kontrole

* Maintenance
Priezidra

* Maintenance Log
Priezitros
protokolas

* Session Log
Sesijy protokolas

* Service Diagnostics
Paslaugos

Jvertinimas

* Printer Setup
Spausdintuvo
sgranka

* Close
UZdaryti

* QC Functions
KK funkcijos

* Work
Analysis
Darbo analizé

Pradeti apdorojima

* Pause Processing
Pristabdyti
apdorojima

* Query All
Visos uzklausos

* Prime
Paleidimas

* Reconstitute Kits
Paruosti rinkinius

* Reaction Plate
Reakcijy leksté

* Sample Carousel
Meéginiy sukamasis
Jjrenginys

* Reagents
Reagentai

* Reagent Lot
Reagenty partija

* Combined Analytes
Suderintos analités

* Reflex Testing
Refleksy testavimas

* User Accounts
Vartotojo paskyros

* Instrument Params...
Prietaiso parametrai

* LIS Interface
LIS sgsaja

* Preferences
Vartotojo nustatymai

B‘R-A‘H‘M'S GmbH

B-R-A-H-M-S KRYPTOR compact PLUS

Vartotojo vadovas (Version R06It)
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Jrankiy palete

PIKTOGRAMA | KOMANDA FUNKCIJA MENIU PARINKTYS APIBUDINIMAS
@ Skenuoti karusele F1 Prietaisas Méginiy atpazinimas nepaleidus viso prietaiso.
I$ naujo skenuoti
karusele
} Pradéti apdorojima F2 Prietaisas Si piktograma dingsta paspaudus ja, ir tuomet
Pradéti apdorojima galima pasiekti ,Pristabdyti apdorojima®.
oo Pristabdyti F3 Prietaisas Si piktograma pasirodo prasidéjus apdorojimui.
apdorojima Pristabdyti apdorojimg | Kaip j sukamajj jrenginj jdeti daugiau meginiy.
Jei pristabdymo pabaigoje paspausite prietaiso
priekinéje dalyje esantj geltong mygtukg, sukamojo
irenginio dangtis atsidarys automatiskai.
Jei naudojatés Sia piktograma, pristabdymo
pabaigoje reikia nuspausti geltong mygtuka atidaryti
danggiui.
Eﬂ Tvarkyti darbinj F5 Duomenys
@ sarasa Darbinis sgrasas
@ Patikrinti rezultatus F6 Duomenys
El Rezultatai
[T KK funkcijos F7 Duomenys
s KK funkcijos
@E]@ Reagenty partijos F8 Registracija
tvarkykle Reagenty partija
m Kalibratoriy partijos Registracija
n tvarkyklé Kalibratorius/Standartas
n Prietaisas F9 Prietaisas
bed Paleidimas
& Paruosti reagentus F10 Prietaisas
l Paruosti rinkinius
ISpléstasis meniu Norédami uzdaryti, vél paspauskite piktograma.
i Vartotojo vadovas Pagalba
Pripildyti/iStustinti F11 Prietaisas Galima pripildyti reakcijy lékste pagal lékstes ID

reakcijy lékste

Reakcijy lékste

rankiniu badu. Galima istustinti reakcijy lékste.

Sistemos
seanso pradzios

Sistema
Seanso pradzia

proceduros
Sistemos Sistema
sustabdymo Uzdarymas

proceduros
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Darbinio pavirsiaus spalvy kodai

Méginiy sukamasis jrenginys
Karuselés nuskaitymo pabaigoje visi méginiai su briksniniais kodais ir testai, esantys darby sgrase, bus pavaizduoti

zaliai, mélynai, geltonai arba raudonai. Naudojant LIS jungtj, gali bati rodoma daugiau spalvy — iSsamesne informacija
zr. B-R-A-H-M-S KRYPTOR compact PLUS Vartotojo vadove.

Informacinis langas pasirodo, pasirinkus méginj ir ant jo paspaudus kairjjj pelés mygtuka.

Jei méginiy mégintuvéliai yra be broksniniy koduy, jy vieta meginiy dékle galima nustatyti jvedus rankiniu badu per
Carousel Status (Sukamojo jrenginio buklés) langg arba darbinj sgrasa.

Carousel Status (Karuselés buklés) langas atsidaro du kartus paspaudus ant méginio piesinio.

Sample ID:

|P:'.':_'1mr:

- Sample data

Patient Name: Conlrle
Patient ID: Conlréle

Cassette ID: K Positior: 6
Sample Type:  Control I st

[PET

SPALVA REIKSME

Juoda: méginiy néra

Tamsiai Zalia: méginiai paruosti testavimui

Tamsiai Zalia su baltu tasku: méginys lasinimo proceso metu

®O00e

Tamsiai zalia apibrézta raudonai: STAT méginys

Meélyna: Méginj reikia pasalinti
(visi Sio méginio testai atlikti sekmingai, jskaitant diapazono riby nustatyma)

Geltona: netestuotas méginys su brioksniniu kodu darbiniame sgrase

Raudona: Su méginio apdorojimu susijusi problema
(pvz., susijes reagentas, susije naudojimo reikmenys; kreSulys, nepakankamas méginio taris)

o Raudona su baltu taSku: méginys lasinimo proceso metu bei bent vienas probleminis testas

13
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Reagenty sritis

Kiekviena reagenty kaseté turi savo atpazinimo duomenis. Informacijos sritis pasirodo paspaudus kairjj) pelées

mygtuka ant reagenty déklo piesinio — tai parodo kasetés ID ir rinkinio temperaturg laipsniais.

Spalvy kodai ant skritulio dalies skirti greitai vizualiai patikrinti, ar tinkama reagenty srities temperatara.

SPALVA

TEMPERATUROS JUOSTA REAGENTY SRITYJE

Zalia: 2,0...8,0 °C

Mélyna: <2,0 °C

Raudona: > 8,0 °C arba nutriko rysys

Geltona: vienas arba daugiau reagento kaseciy ventiliatoriy neveikia

Visi reagenty rinkiniai, atpazjstami pagal brak$ninj koda, rodomi ekrane jiems skirtoje reagenty kasetéje. ISsamesnés

informacijos langas atsidaro paspaudus kairjjj pelés mygtukg ant reagenty rinkinio.
Fono spalva rodo, ar rinkiniai pasiekiami, o staiakampio spalva nurodo likusiy testy skaiciy.

SPALVA

REIKSME

Baltas fonas: Rinkinys OK (kalibravimas ir parengimas OK)
Raudonas staciakampis: Likusiy testy skaicius: <5

Baltas fonas: Rinkinys OK (kalibravimas ir parengimas OK)
Geltonas stac¢iakampis: Likusiy testy skai€ius: >5 - < 10

Baltas fonas: Rinkinys OK (kalibravimas ir parengimas OK)
Zalias stagiakampis: Likusiy testy skaicius: > 10

Geltonas fonas: Rinkinio arba kalibravimo galiojimo laikas baigiasi rytoj
Zalias stagiakampis: Likusiy testy skaicius: > 10

18 00|

Raudonas fonas: Rinkiniai parengimui, kalibravimui arba pasibaigusio galiojimo rinkinys,
arba nebeliko testy

i Reagent Status , =N
Kt Bostion Kil Information
Mame: GE053008452
Ansyte: PAPPA
— Tests Aemaning: 67
Al 2 A3 Lot Nuber: 66059
« parea “ ey “ ey e
O per " Emply " Emply Cal Expiation Date: 1/2513
" AFP  Empty " Emply Std. Expeation Date: None
" Emply  Empty " Emply Fleagent Kit Stabus: Ok

Paspaudus du kartus bet kur reagenty srityje, atsidaro Reagent Status (Reagenty bikles) langas. Sis langas lei-
dzia jums matyti informacijg apie kiekvieng reagenty rinkinj, esantj prietaiso reagenty srityje, bei atlikti kiekvieno

!
T
|

[ LowYokume
-
| 66030 BN ET=E] =|
Add to Workst I Add o Worklst |

View Curves

o= |

reagenty rinkinio kalibravima.

B‘R-A‘H‘M'S GmbH

B:R-A-H-M-S KRYPTOR compact PLUS Vartotojo vadovas (Version RO6lt)
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Reakcijy sritis

Kiekviena reakcijy l1éksté pazenklinta braksniniu kodu, kad jg baty galima jkelti. Reakcijy 1€ksté turi bati jkelta, kad
baty jjungtas jos Sildymas ir méginiai galéty bati paskirstyti.

Spustelékite lekste, kad suzinotuméte tiksly paskirstyty ir baigty tyrimy skaiciy. Kai reakcijy leksté pilna,
nevykdomas automatinis nukélimas, Sig funkcija reikia jjungti spusteléjus reakcijy leékste. Nepanaudota, bet nukeltg
reakcijy lékste galima pakartotinai jkelti per 2 valandas nuo pirmo jkélimo.

Néra automatinio iSjungimo (aparatas lieka parengties etape). Kai reakcijy leksteé yra prietaise, ji blna parengta
naudoti 7 dienas arba kol uzsipildo. Praéjus 7 dienoms, léksté automatiSkai nukeliama artimiausios dienos
pabaigoje (per pirma parengties arba paruosimo paleisti etapg po vidurnakgio).

Reakcijy lékstés galiojimo laiko statusg galima suzinoti kairiuoju pelés mygtuku spusteléjus reakcijy lekste ekrane.
Jvykus ,xy padéties klaidai“, IékSté automatiSkai nukeliama ir jos nebegalima naudoti.

SPALVA REIKSME

. Zalia: Vykdomy ir neatlikty testy santykis

Mélyna: Atlikty testy santykis

B Zalia: 36,2...38,0 °C
B Mélyna: < 36,2 °C
B Raudona: > 38,2 °C

Paskirstymo pipete seka nepradedama, jeigu reakcijy srities temperatira nesiekia 35,7 °C arba virsija 38,5 °C.

Atskiedimo lekste

Kiekviena atskiedimo léksté pazyméta briaksniniu kodu, kad baty galima kontroliuoti naudojamas duobutes ir likusj
naudojimo laika.

SPALVA REIKSME

Balta duobuté = laisva duobuté / spalvota duobuté = panaudota duobuté

. Zalia: Laisvos daugiau nei 10 duobugiy

Geltona: Laisvos 5-10 duobuciy

. Raudona: Laisvos maziau nei 5 duobutés arba baigési jy galiojimo laikas

15




B-R-A-H-M-S KRYPTOR compact SOLUTIONS 1-4 (TIRPALAI 1-4)

SOLUTIONS 1 ir 2 (TIRPALY 1 ir 2) ribinis taris buvo numatytas tam, kad bty uzbaigiamas parengimas, pradedamas
netgi tada, kai nustatytas raudonas lygmuo; normalu, kad SOLUTION 1 (TIRPALAS 1) tdris yra apie 12 mL, o SOLU-
TION 2 (TIRPALAS 2) apie 8 mL, kai sgsajos ekrane pasirodo raudonas buklés zymeklis. SOLUTIONS 3 ir 4 (TIRPALAI
3 ir 4) ribinis taris yra apie 4 mL, jis numatytas galutiniam plovimo etapui.

SPALVA REIKSME

O Zalia: OK

Geltona: Atkreipkite déemesj — butelj reikia greitai pakeisti / tirpalo galiojimo laikas baigiasi rytoj

. Raudona: Butelj reikia pakeisti = pasiektas ribinis taris arba baigési tirpalo galiojimo laikas

SkyscCiy sistema

Nustadius raudong buklés zymeklj, tarpiné talpyklos sistema leidzia jums pripildyti B-R-A-H-M-S KRYPTOR BUFFER
(BUFER]) arba distiliuoto/demineralizuoto vandens bakg nestabdant vykstancio proceso, tarpinéje talpyklos sistemoje
naudojant ribinj tarj. Jei naudojamas ribinis taris, tuomet nustatomas raudonas atlieky lygmuo ir vykstancio proceso ar
paleidimo pabaigoje prietaisas sustabdomas. PripildZius bakg, batina atlikti paleidima,.

SPALVA REIKSME

Raudona: Atlieky bakas pilnas (tus¢ias), buferio arba vandens bakas tus¢ias (pripildymas),
tarpinis atlieky rinktuvas pilnas (Skambinti ,karstaja linija“)

] Zalia: OK
]

16




|prastas darbas

Paleidimas

Pripildykite reikiamus butelius distiliuotu arba deminera-

lizuotu vandeniu ir PBS buferiu, iStustinkite atlieky baka.

Jsitikinkite, kad B-R-A-H-M:S KRYPTOR compact

SOLUTIONS 1-4 (TIRPALAI 1-4) yra sistemoje. Jei

B-R-A-H-M-S KRYPTOR compact SOLUTIONS 1 iki 4

(TIRPALAI 1 iki 4) uZdaryti, atidarykite dangtelius.

Jdékite dangtelius j specialias vietas ir uzrasykite ant jy

tirpalo numer;.

Patikrinkite, ar uzdaryti skysciy ir karuselés danggiai.

Po isjungimo

- Patikrinkite, ar karuselés dangtis uzdarytas.

- Jjunkite prietaisg mygtuku O/I (ON/OFF), esanciu desi-
niojoje prietaiso puséje.

- Jjunkite XPC, monitoriy, spausdintuva.

- Spustelékite Windows Start mygtukg ir pasirinkite
zenkliukg, paleisdami B-R-A-H-M-S KRYPTOR com-
pact programa.

~
Bus paleistos 2 '!‘ jj RYPHA EmpACk PG

1) XPC programa r vartotojo sagsaja.
2) Patikrinkite, ar XIPC programa veikia — laikrodzio
juostoje turi bti piktograma. :»Hu:sem

Prasidéjus sustabdymui

- Patikrinkite, ar karuselés dangtis uzdarytas.

- Paspauskite

- Surinkite Name (Vardas) ir Password (Slaptazodis)
(pvz., vartotojas: Admin ir slaptazodis: Admin) System
LogOn (Sistemos seanso pradzia) lange.

- ParuosSus paleisti variklj, paleidziamas automatinis ske-
navimas. Pabaigus skenavima, sistema yra paruosta
naudoti.

- Kai karuselés dangtis uzdarytas, automatinis skenavi-
mas atliekamas kas dvi minutes, kad bty kontroliuo-
jama reagenty déklo temperatara.

- Atlikite prieziurg taip, kaip reikalaujama.

- |dékite naujg reakcijy lekste, uzdarykite permatomg
dangtj ir jkelkite jg, nuskenave bruksninj koda.

- Atidarykite karuselés dangCio angg paspausdami
zydrg mygtuka, esantj sukamojo jrenginio priekinéje
dalyje.

- Jei reagenty kaseté nejdéta, jdékite vieng arba daugiau
i joms skirtas vietas.

- Sgsajoje patikrinkite atskiedimo lékstes ir B-R-A-H-M-S
KRYPTOR compact SOLUTIONS 1-4 (TIRPALY 1-4)
bukle, jei reikia, pakeiskite ar jkraukite naujus naudojimo
reikmenis.

- Sudékite rinkinius j reagenty deklg, kai temperataros
zymeklis yra zalias.

- Patikrinkite, ar reagenty dangtelis gerai uzdarytas.

Po dienos keitimo automatiniu badu

Automatiné dienos keitimo procedura atliekama kas-
dien, per pirmag parengties arba paruoSimo paleisti
etapa po vidurnakdio.

Tuo metu automatiSkai vykdomi visi paruoSimai paleisti
(laSintuvo ir skaitytuvo paruoSimas paleisti).

Nepaisant to, vartotojas turi prisijungti, kad buty
atliekami rankiniai priezitros darbai ir duomeny bazés
priezidra.

Vartotojas jspéjamas apie butinybe prisijungti — lango
antrastéje rodomas pranesSimas ,KRYPTOR compact —
Change of day made — Maintenance needed (Pakeista
diena — batina atlikti priezitros darbus)”.

Vartotojas gali ir toliau neprisijunges naudoti analiza-
toriy, pavyzdziui, jei tai nakties pamainos grupé, norinti,
kad priezitros darbus atlikty dienos pamainos grupé.

Priezitra

Veiksmus, nurodytus priezitros ekranuose, reikia atlikti

tik tada, jei jie pazyméti *Expired* (Baigési galiojimo

laikas). (!) Sios procediros bus atliktos automatigkai,
kai bus paleista sistema.

Kasdieniné prieZiiira

- Initialize pipetor (!) (Paruosti paleisti laSintuva). Atlie-
kama tik tada, jei atsiranda problemy veikiant lasintuvo
moduliui.

- Initialize reader (!) (Paruosti paleisti skaitytuva). Atlie-
kama tik tada, jei atsiranda problemy veikiant skaity-
tuvo moduliui.

- Prime Liquid Handling System (!) (Paleisti skysciy
apdorojimo sistemg). Vizualiai patikrinkite, ar paleidimo
proceduros metu néra skyscio nutekéjimo ar burbuly.

- Check and clean reader head window (Patikrinkite ir
nuvalykite skaitytuvo virSutinés dalies langelj) medvilni-
niu tamponu i$ pradziy vandeniu, po to spiritu.

- Check and clean condensation in Reagent cassettes
(Patikrinkite ir nuvalykite aprasojusias reagenty kasetes)
sugeriamuoju popieriumi.

- LIS end of day (LIS dienos pabaiga). Siuo veiksmu
galima iSvalyti LIS failus ir iSvengti duomeny perdavimo
problemy.

- Check dilution plate cleanness (Patikrinkite atskie-
dimy lékstes Svarg). Patikrinkite, ar prietaise esancios
atskiedimy lékstés skiedimo duobutése néra purvo
daleliy.

Kassavaitiné priezZitra

- Check for liquid leaks (Patikrinkite, ar néra skysciy
nuotéeky). Atidarykite skys€iy dangtj ir patikrinkite
vamzdeliy sistema (vamzdeliy jungtis, Svirkstus). Kai
skys€iy dangtis uzdarytas, laSintuvas paruoSiamas
paleisti automatiskai.

- Tip path cleaning with decontamination solution
(Antgalio ertmes valymas tirpalu nuo terSaly): nuvalykite
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pritaskyta serumg Siek tiek sudrékintu popieriniu
ranksluos€iu, po to dar kartg nuvalykite spiritu arba
specialiu terSalus valanciu gaminiu.

- Backup DataBases (Padarykite atsarging duomeny
baziy kopija). Padarykite visy senesniy nei 3 dienos duo-
meny baziy atsargine kopija.

- Backup Log Files (Padarykite atsargine protokolo byly
kopija). Padarykite atsarging paleidimo protokolo bei
priezitros protokolo byly kopija.

- Remove messages from box office (PaSalinkite pra-
nesimus i§ radtinés lauko). Siuo veiksmu i§valomas
rastinés laukas ir iSvengiama atsitiktinio duomeny per-
kélimo problemuy.

- Cleaning of water bottle (Vandens bako iSvalymas).
IStustinkite ir pakeiskite senesnj nei septyniy dieny
distiliuotg/demineralizuotg vanden;.

- Clean carousel pan (ISvalykite karuselg). Nuvalykite
padékla po meginiy karusele Siek tiek sudrékintu
popieriniu rank$luosc€iu, po to dar kartg nuvalykite spi-
ritu arba specialiu terSalus valanciu gaminiu.

Priezitira kas ménesj

- Bottles decontamination (Baky iSvalymas). IStustinkite
butelius ir pripilkite 1 litrg 5% natrio hipochlorito tirpalo.
Pritaikykite bakui dangtel; ir suplakite skystj bako viduije,
kad jis apliety visg vidaus pavirSiy. Palikite stoveéti
15 minuciy, tada jj iSpilkite ir iSskalaukite bakg vandeniu.

- Secure tip cleaning (Saugus antgalio valymas). Antga-
lio laikymas per naktj arba jei prietaisas nenaudojamas
ilgesnj laika. Turi bati pasiekiamas B-R-A-H-M-S KRYP-
TOR compact SOLUTION 3 ir 4 (TIRPALA 3 ir 4). Proce-
sas ,Saugus antgalio valymas® bus automatiskai atliktas
sustabdZius sistema.

- Automatic check dot (Automatinis tasko patikrinimas).
Antgalis artéja prie tasko zymés. Jeigu reguliavimas
atliktas teisingai, antgalis grjzta prie plovimo taurelés.
Jeigu reguliavimas atliktas netiksliai, vartotojas turi
atidaryti permatoma dangtj ir patikrinti, ar galima
antgalj Siek tiek palenkti, kad patekty j skyle.

Reagenty registravimas

Toliau apraSytiems darbo etapams galiojanciag
K-DISK ANA versija jdiegti reikia vieng karta.

Butina tik naudojant naujas partijas:

Reagentas

- Paspauskite Reagent Lot Manager:
(Reagenty partijos tvarkyklé):

- Paspauskite Register (Registruoti).

- Nuskenuokite broksniniy kody lapa.

- Paspauskite OK ir patvirtinkite registravimg su Yes.

Kalibratorius

- Paspauskite Calibrator/Standard Manager:
(Kalibratorius/Standartine tvarkykle):

- Paspauskite Register (Registruoti).

- Nuskenuokite broksniniy kody lapa.

- Paspauskite OK ir patvirtinkite registravima su Yes.

Kontrolé T}
- Paspauskite:

- Paspauskite: =

- Paspauskite Register new Controls
(Registruoti naujus kontrolinius méginius).

- Nuskenuokite bruksniniy kody lapa.

- Paspauskite OK.

Reagenty atskiedimas

- Paspauskite pradéti atskiedimo procesa.

- Visi prietaise esantys sausi reagenty rinkiniai bus
atskiesti.

- BUsenos juostoje atskiedimo progresas matomas pro-
centais.

Kalibravimo atlikimas

Kalibratorius

- Du kartu paspauskite ant rinkinio, kurj norite kalibruoti.

- Pasirinkite kalibratoriaus partijg i§ po rodykle pasiro-
dancio saraso.

- Paspauskite Add to worklist (Jtraukti j darbinj sgrasa),
OK, Close (Uzdaryti).

- Atidarykite sukamojo jrenginio dangcio angg paspaus-
dami geltong mygtuka, esantj prietaiso priekinéje
dalyje.

- |dékite kalibratoriaus vamzdelj j méginiy
sukamajj jrenginj ir patikrinkite, ar braksni-
niai kodai uzpildo anga.

- Uzdarykite sukamojo jrenginio dangtj.

- Paleiskite prietaisa; m

Rezultatai

- Atverkite rezultaty sarasa:

- Pasirinkite kalibratoriaus rezultatg ir paspauskite
Validate curve (Patikrinti kreive).
Programa nurodo, ar nauja kalibravimo kreivé tin-
kama, ar ne:

jei taip, spauskite: E\

jei ne, spauskite:
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Kontroliniy méginiy paleidimas
Kontrolé

Kontrolinio méginio jtraukimas naudojant darbinj

sarasa

- Pasirinkite Add control (Jtraukti kontrolinj méginj) i$
Data (Duomenys), Worklist (Darbinis sgrasas):

- Pasirinkite kontrolinj méginj i$ saraso, paspauskite
Add to worklist (Jtraukti j darbinj sgrasg), Close
(Uzdaryti), Close (Uzdaryti).

Kontrolinio méginio, kuris bus tiriamas naudojant tam

tikra reagenty rinkinj, jtraukimas

- Dukart paspauskite rinkinj, kuris bus naudojamas kon-
troliniam meéginiui matuoti.

- Rodyklés iSpleCiamajame saraSe pasirinkite Control
lot (Kontroline partija).

- Pasirinkite Sios kontrolés Low volume (Mazas taris) ir
(arba) Stat status (Stat bUsena).

- Paspauskite Add to worklist, (Jtraukti j darbinj sgrasa),
OK ir Close (Uzdaryti).

- Atidarykite sukamojo jrenginio dangcio anga paspaus-
dami geltong mygtuka, esantj prietaiso priekinéje dalyje.

- |dékite kontrolinio méginio mégintuvélj j
méginiy karusele ir patikrinkite, ar brak-
Sniniai kodai uzpildo anga.

- Uzdarykite karuselés dangtj.

- Paleiskite prietaisg: EI

Rezultatai

- Atverkite rezultaty sarasa:

- Jei rezultatas yra busenoje ,reikia sprendimo®, kuri
susijusi su nepasiekiama 2SD koncentracija (pavaiz-
duota raudonai) ar yra su zymejimu, patikrinkite infor-
macijg ir patvirtinkite, atmeskite arba i$§ naujo paleis-
kite testg. PripaZinus kontrolg, rezultatas automatiskai
iSsiunc¢iamas j QC programa.

- Pasirinkite B-R-A-H-M-S KRYPTOR compact kokybés
kontrolés programa sekti kontrolinio méginio galio-
jimo laikui.

Pacienty meginiy paleidimas

Pacienty méginiai

- Pasirinkite Add sample (Jtraukti méginj) iS Data (Duo-
menys), Worklist (Darbinis sgrasas):

- Jveskite méginio ID. Kasetés ID ir mégintuvélio padé-
ties reikalaujama, jei méginys yra be bruksninio kodo.

- Pasirinkite testus ir atskiedimus iS rodomo saraso,
Add (Jtraukti).

- Paspauskite Stat méginiui, kuris lasinamas pirmiausia.

- Paspauskite Low volume sample vial (Mazo tario
méginio meégintuveélis), jei meéginys yra mazame
mégintuvélyje.

- Pasirinkite Save sample (ISsaugoti méginj) ir teskite
toliau reikalingiems méginiams, Close (Uzdaryti).

- Norédami atidaryti karuselés dangtj, paspauskite
karuseles priekyje esantj mélyng mygtuka.

- |dékite meégintuveélius j karusele ir patikrin-
kite, ar brak$niniai kodai uZpildo anga.

- Uzdarykite karuselés dangt;.

- Paleiskite prietaisa: m

Rezultatai

- Atverkite rezultaty sgrasa;:

- Pasirinkite testa.

- Testus Cancel (Atmesti) nustatymo, apskai¢iavimo arba
laukimo etapuose galima tik ,Ready/...“ (paruosta/...)
blsenoje.

- Rezultatai, kuriuos reikia iSskaidyti, gali bati: Accep-
ted (Patvirtinti), Re-run (Paleisti i§ naujo) arba Re-
jected (Atmesti).

- Pasirinkite rezultatus, po to Print Status (Spausdinti
bakle) arba Print Report (Spausdinti praneSima)
rezultatams atspausdinti.

Dienos pabaigoje

Sustabdymas (budéjimo rezimas)

- Patikrinkite reagenty jrangg prietaise pradéti rytdie-
nos darbui.

- Patikrinkite atlieky, distiliuoto arba demineralizuoto
vandens ir B:-R-A-H-M-S KRYPTOR compact BUFFER
(BUFERIO) lyg;.

- Patikrinkite, ar prietaise yra B-R-A-H-M-S KRYPTOR
compact SOLUTION 3 (TIRPALA 3).

- Pasirinkite ir patvirtinkite paspausdami Yes.

- I8tustinkite reakcijy lékste ir patvirtinkite paspausdami OK.

- Uzdarykite permatomg dangtj ir patvirtinkite paspaus-
dami OK.

Prietaiso iSjungimas (OFF)

- Padalinkite atskiedimo lékste(-es), méginius ir reagentus.

- UZdarykite karuselés dangt;.

- Pasirinkite ir patvirtinkite paspausdami Yes.

- IStustinkite reakcijy lékste ir patvirtinkite iSsisklei-
dziantj langg, paspausdami OK.

- UZdarykite permatomg dangtj ir patvirtinkite iSsisklei-
dziantj langg, paspausdami OK.

- Prietaisas plaunamas; palaukite, kol bus atlikti visi
etapai (plovimas SOLUTION 3 (TIRPALA 3) ir vande-
niu), jei ketinate iSjungti prietaisg.

- Uzdarykite B-R-A‘H-M-S KRYPTOR compact pro-
grama;

- Uzdarykite ,Windows" paspaude Start (Pradéti) ir Turn
off (Sustabdyti).

- I8junkite (OFF) kompiuterj, ekrang, spausdintuvg ir
prietaisg.
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Analités su paruosiamaja inkubacija

Analités su paruodiamaja inkubacija tyrimg sudaro dvi
fazes:

ParuosSiamoji inkubacija arba | fazé: sistema jsiurbia
vieng i$ dviejy konjugaty ir antigeng (méginj). Sistema
paskirsto misinj j reakcijy lékstés duobute ir prasideda
paruoSiamoji inkubacija.

Il fazé: sistema jsiurbia antragjj konjugatg ir paskirsto jj j
reakcijy lékstés duobute. Tuo momentu prasideda
reik8miy, kurios neatitinka nurodyty riby, nustatymai.
Tai iSSaukia tam tikrg sgsajos veiksma, kad nebuty
prarasti tyrimai, | fazéje perkelti j reakcijy sritj.
Galutinis tyrimas bus jvykdytas | ir Il fazés metu, nau-
dojant tg patj reagenty rinkinj.

Siekiant jspéti vartotoja, kad rinkinys naudojamas |
fazéje ir jo reikés Il fazei jvykdyti, vartotojo sgsajoje,
reagenty rinkinio kraste bus rodoma spynelé, kaip
pavaizduota Zemiau. Rinkinio negalima iSimti, kol
rodoma spynelé.

Tuo pat metu ekrano virSutiniame kairiajame kraste
rodomas mirksintis raudonas kvadratas.

- L]
e

bt e S04 (3

PranesSime uz raudono kvadrato rodomas iki | fazés
pabaigos likes apskaiciuotas laikas minutémis ir sekun-
démis. Skliausteliuose taip pat rodomas skaicius,
reiSkiantis | fazés tyrimy skaiciy.

i Mext pre-incubation t 404
I- gxt pre-incubation term &l

Skaitydami §j pranesimg vartotojai gali jvertinti, kiek turi
laiko dangciui atidaryti ir uzdaryti.

Spynelé nerodoma, jei reagenty rinkinys nebus naudo-
jamas jokiems tyrimams | fazeje atlikti, taCiau RAUDO-

B‘R-A‘H‘M'S GmbH
B:R-A-H-M-S KRYPTOR compact PLUS

Vartotojo vadovas (Version RO6lt)

NAS kvadratas gali likti aktyvus, jei | fazéje numatoma
atlikti kitus tyrimus.

Jeigu | arba Il fazés metu buferio, vandens, vieno i
tirpaly arba atlieky bakams nustatoma raudona
blsena, paskirstymas pipete stabdomas ir iskylantis
sgsajos langas informuoja, kad reikia pakeisti tirpalg. Il
fazéje sistemos programiné jranga atidarys sukamojo
jrenginio dangtj ir garsinis signalas jspés vartotoja.

Jei | fazés metu vartotojas nori atidaryti sukamojo jren-
ginio dangtj, ekrane rodomas jspejimas, kurj vartotojas
turi patvirtinti.

E' XIPC Warning : |

TRAK pre-incubation in progress. ‘
Hood should be dosed to process TRAK, |
Are you sure you want to open the hood now? |

Paspaudus mygtukg , Yes“ (Taip), dangtis gali bati ati-
darytas. Vartotojas apie tai jspéjamas garsiniu signalu
ir Salia raudono mirksincio kvadrato pateikiamas teksti-
nis pranesimas, rodantis, per kiek laiko vartotojas turi
uzdaryti dangtj.

Paspaudus ,No“ (Ne), karuselés dangcCio atidarymas
atSaukiamas.

!- Close the hood within 1331

Uzdarant karuselés dangtj, praneSime rodomas aps-
kai¢iuotas laikas minutémis ir sekundémis prie$ prade-
dant Il fazés paskirstyma.

Uzdarant sukamojo jrenginio dangtj, atliekamas karu-
selés nuskaitymas.

Jeigu reagenty rinkinys su paruoSiamosios inkubacijos
tyrimu neaptinkamas prietaise, apie tai vartotojas jspe-
jamas sgsajoje rodomu pranesimu:

e B

I Kit 1D 23401028 has been removed while
=

TRAK pre-incubation is in progress

v o

Jeigu rinkinys nebus jdétas prie$ pradedant Il faze, visi
tyrimai, kuriems vykdyti buvo naudojamas tas rinkinys,
bus pazymeéti kaip nesékmingi. Rezultaty sgrase varto-
tojas gali perziaréti tyrimo blsena.
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| fazés metu tyrimai rodomi mélyna spalva, su pra-
nesSimu apie paruoSiamajg inkubacija:

Tyrimo pradzios laikas nurodomas prasidejus Il fazei.
Jeigu | fazés metu tyrimo atlikti nepavyksta, toks tyri-
mas sgrasSe rodomas raudonos spalvos su jspéjimu:
~oystem error: Pre-incubation has failed (Sistemos
klaida: paruoSiamoji inkubacija nepavyko).

B:R‘A-H-M-S GmbH

B-R-A-H-M-S KRYPTOR compact PLUS Vartotojo vadovas (Version R06lt) P.21is 30




Svarbi informacija vartotojui

ISsami informacija apie naudojimo reikmenis ir
pacienty méginius

Laikant nuspaudus ir kairjjj pelés mygtukg, pasirodo
informacinis langas.

1. Buferis

N

. SOLUTIONS 1-4
(TIRPALAI 1-4)

Expiration dale November 3 2006 ]
Ok

Dilution plate: 10 a0 w
0 of 24 wells used
Expiration date Sugust 27 2011
Ok

3. Atskiedimo lékstés

4. Reagenty kaseté cosselle : 116
43°C
5. Pacienty méginiai
e et was “ Reaction Plate ™
6. Reakcijy léksté 0 testrs) Pinetted
0 test(s) Complete
Ok
I RO11808600
Expiration date August 4 2010
S o
s Teleiviall
7. Reagentas 3 50000

00000/
06000
0.

Méginio ID bruksninis kodas

Draudziama naudoti méginio briksninj kodg, praside-
dantj raide ,R“ arba ,_“. Siais atvejais sasajoje gali
atsirasti trik€iy.

Rankinis naudojimo reikmeny ir reagenty jvedimas
ISkilus brok$niniy kody nuskaitymo problemoms,
galima jkelti braksninio kodo informacijg rankiniu badu
su klaviattra. Paspauskite deSiniuoju pelés mygtuku
reikiamoje srityje. Atsidarys specialus bruksniniy kody
rankinio jvedimo langas.

B‘R-A‘H‘M'S GmbH
B:R-A-H-M-S KRYPTOR compact PLUS

Jei naudojimo reikmuo jkeliamas rankiniu baddu, jis
pazymimas simboliu (ne reakcijy lekste) ir jtraukia-
mas j sesijos protokola.

Jei skenavimo metu nustatoma, kad bruksninis kodas
yra ranka jvesto ID vietoje, pirmenybé teikiama nuskai-
tytajam skenuojant, taip pat skenuojant nustatyti nau-
dojimo reikmeny ID panaikina ranka jvestus ID.

Sis veiksmas nurodomas sesijos protokole.

ISdéstymo dékle sgsajos pieSinys gali skirtis nuo ¢ia
pateikiamo sgsajos piesinio. Jvesdami duomenis ranka,
patikrinkite, ar reagenty rinkiniai iSdéstyti tiksliai, kaip
nurodyta toliau.

W Reagenty rinkiniy iSdéstymas
Patikrinkite, ar teisinga rinkiniy padétis
reagenty dékle atitinka rinkiniy jdubas
prie$ permatoma langg. Klaidingas rinki
niy iSdéstymas iSkreips rezultaty duo-
menis.

Atsargiai

Vartotojas atsako uz rankinj naudojimo reikmeny arba
méginio meégintuveliy identifikavimg. Jvedus neteisin-
gus duomenis, gali bati gautas neteisingas rezultatas.
éiq parinktj galima naudoti tik tuo atveju, jei nepa-
vyksta nuskaityti broksninio kodo ir laukiama, kol bus
iStaisyta problemos priezastis.

Vartotojo vadovas (Version RO6lt)
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Paskirstymo pipete/nuskaitymo seka

Paskirstymo pipete/nuskaitymo sekos metu drau-
dziama uzdaryti sgsaja, kad nebuty prarasti méginiy
rezultatai arba rezultaty saraso tvarkymas nebaty
vykdomas klaidingai.

KresSuliy kontrolé

KreSuliy kontrolé sistemoje leidziama aspiravimo etapo
metu. Apie kreSulj vartotojas perspéjamas dviejy tipy
informacija.

1 atvejis:

Kresulys pateko j vamzdelj, antgalis buvo iSplautas prie$
atliekant tolesnj lasinimg. Méginio vamzdelio su kreSuliu
bUklé pazyméta raudonai, kaip nelasinami testai atme-
timo bukléje, o testas su kreSulio problema pazymétas
zymikliu ,System error: clot detected” (,Sistemos klaida:
nustatytas kreSulys®).

Prie§ paleisdamas naujus testus, vartotojas turéty
iSimti vamzdelj (pasalinti kreSulj arba pakeisti méginio
vamzdelj).

2 atvejis:

KreSulys niekur negali patekti, antgalis blokuojamas.
Atsidaro iSskleidziamas langas, informuojantis, kad
tolesnis laSinimo procesas sustabdytas, o karuselés
dangtis atidarytas.

A Eiior Estal tiol Helectad Caivasel hood usr
j Cal hotine

4

o

'Wam'ing T

Antgalio valymas nustacius kresulj

e Antgalis sustabdytas vir§ plovyklos.

e Atidarykite skysCiy dangtj, nustatykite antgalj j
~Zhome* padétj.

¢ [8valykite antgalio smaigal].

e Atsukite antgalj nuo vamzdelio — skystis turi nutekéti
i plovykla.

e Atjunkite antgalio elektroninj pulta. Atsargiai — nesu-
lenkite antgalio smaigalio.

¢ Pro siaurojo galo dalj j antgalj jkiSkite valg (0,45 mm
skersmens) iki antgalio pagrindo.

e [Svalykite prapusdami vamzdelj neutraliomis dujo-
mis pro mazajj gala.

¢ Prijunkite antgalio elektroninj pultg jam skirtoje vietoje.

e Uzdarykite skysciy dangt;.

e UzZdarykite karuselés dangtj.

® Jjungti paleidimg.

Pagalba

Galimi pagalbos zinynai trimis kalbomis (angly, pran-
cuzy ir vokie€iy), kuriuos galima iSsikviesti E\ myg-
tuku ar Pagalba/Vartotojo vadovo meniu.

23




Bruksniniy kody specifikacijos

KRYPTOR prietaisuose galima $i simbolika:
» Kodas 128

» Kodas 39

« Codabar

» Kodas 2/5 interleaved

» Kodas UPC/EAN

Kitos specifikacijos
+ MaZiausia skiriamoji geba: 0,21 mm
(siauriausio briiksnio (juodo arba balto) dydis)
« Maziausias santykis = 2,5
(santykis tarp siaury ir placiy braksniy)
+ Didziausias santykis = 3,0

Neuzpildyta dalis (tuscioji dalis prie$ koda ir po jo): turi
virSyti skiriamajg gebg bent 10 karty (neuzpildyta dalis
turi bati prie$ kodg ir po jo, kad baty uztikrintas tinkamas
nuskaitymas, antraip kodo nebus jmanoma atpazinti).

Briik$ninio kodo padétis: rekomenduojame klijuoti eti-
kete 5 mm atstumu nuo mégintuvélio dugno (jeigu
kodas ilgas ir etiketé prilipdoma per aukstai, braksninio
kodo skaitytuvui gali nepavykti nuskaityti virSuje
esanciy braksniy, ypac jei jy skiriamoji geba yra maza
(ploni braksneliai).

Bent keletas bruk$ninio kodo bruksniy turi bati mégin-
tuvelio laikiklio suformuotame langelyje: langelis nusta-
tys broksninio kodo padetj kasetéje.

Kodo negalima klijuoti tik vir§ mégintuvélio laikiklio,
nes tada kyla klaidingo identifikavimo pavojus
(pavyzdziui, 2 padétyje esantis mégintuvélis gali bati
nustatytas kaip esantis 3 padétyje).

A: BrokSninio kodo padétis priimtina, bet tai néra
geriausia A B padétis.

B: Geriausia briksninio kodo padétis.

C: Si bruksninio kodo padétis draudziama. Bent keletas
bruksniy turi bati matomi pro mégintuveélio laikiklio
langelj.

B‘R-A‘H‘M'S GmbH
B:R-A-H-M-S KRYPTOR compact PLUS

Vartotojo vadovas (Version RO6lt)

Mégintuvélio padéties nustatymas: mégintuvélis turi
bati tiesus, o brakSniai turi bati matomi visame langelio
plotyje.

A: Gera padeétis.
B-C: Bloga padétis, briksninio kodo skaitytuvui gali
nepavykti nuskaityti kodo.

Popieriaus kokybé: popieriuje, kurio rasalo absorbcija
yra didelé, rezultatai bus nerySkus, todél sumazés gery
nuskaitymy skai€ius (Si problema turés didesne jtaka
mazesneés skiriamosios gebos bruksniniams kodams).

Popieriaus rySkumas: broksniniy kody skaitytuvai labai
jautras Sviesos atspindziams.
Net jeigu brokSninio kodo skaitytuvas mechaniskai
sureguliuojamas taip, kad bty sumazinti Sviesos
atspindziai, pernelyg blizgus popierius gali turéti jtakos
kody nuskaitymo rezultatams.

Spausdinimo kokybé: spausdintuvo kokybé turi jtakos
nuskaitymo rezultatams. Tinkamiausi spausdintuvai
brokSniniams kodams spausdinti yra terminiai (reko-
menduojama mazos skiriamosios gebos briksniniams
kodams), bet dazniausiai pakanka ir lazerinio spaus-
dintuvo.

A: Spausdinimo kokybé gera.
Geras kontrastas. Gera raiSka (tinka-
mas spausdinimas).

B: Spausdinimo kokybé zema.
Spausdintuvo skiriamoji geba nepa-
kankamai gera. Kontrastas nepakan-
kamas.
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Trikéiy Salinimo vadovas

Rezultaty lango pranesSimai

JSPEJIMO

NR REZULTATY LANGO PRANESIMAS KA DARYTI
0 “System Warning: Low Laser Power” + Skambinkite j ,karstajg linijg“.
»Sistemos jspéjimas: maza lazerio galia“
1 “System Error: Reaction Plate position” + Parinktimi ,Daily Maintenance*“(Kasdieniné priezitra) nurodykite inicijuoti skaitytuvg
,Sistemos klaida: reakcijy lékstes padetis*” arba paleiskite sistemg i$ naujo.
« Nukelkite reakcijy Iékste, patikrinkite, ar reakcijy léksté buvo tinkamai jkelta ir jkel-
kite naujg reakcijy lékste.
+ Jei problema neiSnyksta, skambinkite j ,karstajg linijg“.
2 “System Warning: Reagent Cooler out of + Nustatykite kambario temperatiira, kaip apibrézta specifikacijoje (nuo 18 iki 30 °C).
Range” « Patikrinkite, ar veikia reagento kasec¢iy ventiliatorius.
,Sistemos jspéjimas: reagenty ausintuvas + Jei problema neiStaisoma, skambinkite j ,karstajg linijg”.
nepasiekiamas*
3 “System Warning: Incubator Out of Range” | - Sustabdykite B-R-A-H-M-S KRYPTOR compact PLUS ir palaukite keletg minuciy
,Sistemos jspéjimas: inkubatorius prie$ jjungdami prietaisg.
nepasiekiamas* + Nustatykite kambario temperatirg, kaip apibrézta specifikacijoje (tarp 18-30 °C).
« Jeigu problema neistaisoma, skambinkite j ,karstaja linijg“.
“System Error: Missed Reading” + Skambinkite j ,karstajg linijg“.
“Error: Insufficient Sample Volume” Patikrinkite, ar gedimas jvyko dél vieno ar keliy méginiy mégintuvéliy, taurelés
,Klaida: nepakankamas méginio kiekis*” ar kalibravimo buteliuky.
Jei gedimas susijes su vienu mégintuvéliu:
- patikrinkite skyscio lygj méginio taureléje, méginio mégintuvélyje arba kalibravimo
buteliuke;
« patikrinkite mégintuvélio padétj sukamajame jrenginyje.
Jei gedimas susijes su keletu mégintuvéliy:
+ skambinkite j ,karstaja linija“.
7 “System Error: Insufficient Reagent « Patikrinkite skyscio lygj reagento buteliuose.
Volume” + Skambinkite j ,karsStajg linijg“.
,Sistemos klaida: nepakankamas reagento
kiekis“
9 “System Warning: Late TO/TM” - Jeigu problema kyla daugiau nei vieng kartg i$ eilés, isjunkite ir i$ naujo jjunkite
»Sistemos jspéjimas: velyvas TO / TM* prietaisg po 1 ar 2 minuciy. Jeigu problema neiSnyksta, skambinkite j ,karstaja linijg"“.
+ Jeigu problema kyla nereguliariai, kai prietaise B-R-A-H-M-S KRYPTOR
compact PLUS jkeltas didelis darbas, problema néra aktuali.
Tokiu atveju rekomenduojama i$ naujo paleisti méginj, kurj tiriant rodomas $is pra-
nesimas.
11 “System Waming: Late TE” - Jeigu problema kyla daugiau nei vieng kartg i$ eilés, i§junkite ir i$ naujo jjunkite
,Sistemos jspéjimas: vélyvas TE“ prietaisg po 1 ar 2 minuéiy. Jeigu problema neistaisoma, pradékite intervencija.
Jeigu problema neistaisoma, skambinkite j ,karstaja linija“.
+ Jeigu problema kyla nereguliariai, kai prietaise B-R-A-H-M-S KRYPTOR compact
PLUS jkeltas didelis darbas, problema néra aktuali.
Tokiu atveju rekomenduojama i$ naujo paleisti méginj, kurj tiriant rodomas Sis
prane$imas.
12 “System Error: Pipetting” « Patikrinkite, ar kanale néra klitciy (dangtelis ant mégintuvélio ir t. t.).
,Sistemos klaida: paskirstymas pipete” Pastaba: tokiu atveju sukamojo jrenginio dangtis baina atdaras ir vykdymas
nutraukiamas.
- Patikrinkite skyscio lygj buteliuke.
Pastaba: tokiu atveju tyrimas yra laukimo busenoje. Jeigu rodomas Sis iSkylantis
langas <Etrror: tip level sense baseline. Contact technical support> (klaida:
antgalio lygmenyje aptiktas pagrindas. Kreipkités j techninés pagalbos grupe),
sukamojo jrenginio dangtis atidarytas ir vykdymas nutraukiamas.
13 “System Error: Clot Detected” + Nuvalykite antgalj (valas, saugus antgalio valymas skyriuje ,Priezidra kas ménesj“).
»Sistemos klaida: aptiktas gumulélis” « Patikrinkite méginj ir i$ naujo paleiskite tyrima.
« Jeigu gedimas neistaisomas, skambinkite j ,karstaja linijg"“.
14 “System Error: Pipetting in Sample area” « Patikrinkite, ar kanale néra klit¢iy (dangtelis ir t. t.).

,Sistemos klaida: paskirstymas pipete
meéginio srityje”

+ Patikrinkite méginio megintuvélio padét;.
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15 “System Error: Pipetting in Dilution area” « Patikrinkite atskiedimy lekstés padétj.
,Sistemos klaida: paskirstymas pipete
atskiedimy srityje”
16 “System Error: Pipetting in Reagent area” « Patikrinkite, ar kanale néra kliu¢iy (reagenty srities dangtelis, aliuminio folija ir t. t.).
,Sistemos klaida: paskirstymas pipete + Patikrinkite reagenty rinkinio padétj.
reagenty srityje”
17 “System Error: Pipetting in Wash area” - Patikrinkite, ar yra TIRPALO buteliai, atidarykite juos ir paziarékite, ar skys¢io
,Sistemos klaida: paskirstymas pipete kiekis pakankamas.
plovimo srityje* + Patikrinkite, ar kanale néra kliaciy.
+ Jeigu problema nei$taisoma, skambinkite j ,karstaja linijg“.
18 “System Error: Pipetting in Reaction + Patikrinkite, ar kanale néra kliaciy.
area” « Jeigu problema neistaisoma, skambinkite j ,karstaja linijg“.
»Sistemos klaida: paskirstymas
pipete reakcijy srityje”
19 “System Warning: Heated Tip + Paleiskite veikti sistema, kad baty pasalinti burbuliukai.
Out of Range” « Jeigu problema neistaisoma, skambinkite j ,karstajq linijg“.
,Sistemos jspéjimas: Sildomas antgalis
nepasiekiamas*
20 “System Error: Interrupted” - I8 naujo paleiskite sistema.
»Sistemos klaida: jvyko - Jeigu problema neisnyksta, skambinkite j ,karstajg linijg*“.
pertraukimas*
21 “System Waming: Not Performed” + Pradékite tyrima arba pasalinkite jj i§ darby saraso.
LSistemos jspéjimas: neatlikta”
24 “Check Results” + Programing jranga veikia tinkamai. Jeigu parinktis “Flag report” (jspéjimy ataskaita)
Ziarékite rezultatus® pazyméta kombinuotose analitése, bet kokia Zyma atskiruose tyrimuose A1 ir A2
kombinuotiems rezultatams sukuria pranesima “Check Results” (Ziaréti rezultatus)
ir dél to jis gali bati patvirtintas tik rankiniu badu.
25 “*Math Error” + Skambinkite j ,karsStaja linijg“.
,Matematine klaida*“
26 “Reflex Test Launched” « Tai ne gedimas, tai tik informacinis pranesimas.
,Paleistas refleksinis testavimas”
29 “Clot detected or insufficient sample Pranesimas rodomas, jei trombas aptinkamas pernelyg arti Zmaks. Vykdomas
volume” tyrimas bus pazymétas raudona spalva.
LAptiktas gumuléelis arba - Nuvalykite antgalj (valas, saugus antgalio valymas skyriuje ,PrieZitra kas ménesj").
nepakankamas meginio kiekis“ + Patikrinkite méginj ir i§ naujo pradékite tyrima.
+ Jeigu gedimas neiStaisomas, skambinkite j ,karstaja linijg"“.
30 “Data Error: Unknown Error” + Skambinkite j ,karstaja linijg".
L,Duomeny klaida: neZinoma klaida*“
31 “Data Error: Ratio” + Skambinkite j ,karstaja linijg".
L,Duomeny klaida: santykis*
32 “Data Error: Response” + Skambinkite j ,karstaja linijg".
,Duomeny klaida: atsakas*
33 “Data Warning: Abnormal” - Paleiskite veikti sistema, kad baty pasalinti burbuliukai.
,Duomeny jspéjimas: nenormalus - Patikrinkite, ar méginyje néra burbuliuky.
rezultatas” - Patikrinkite, ar ant meéginio ir reakcijy lékstés néra dulkiy.
« Patikrinkite, ar reakcijy lékstéje néra burbuliuky.
+ Jeigu problema neiSnyksta, skambinkite j ,karstaja linijg"“.
34 “Data Warning: Out of Range” + Pradedamas automatinis atskiedimas pagal Preferences (Vartotojo nustatymy)
L,Duomeny jspéjimas: neatitinka riby* konfiglracijas Administration (Administravimo) meniu.
35 “Data Warning: Detection Limit” + Rezultatas nesiekia Zemiausios aptiktinos koncentracijos
L,Duomeny jspéjimas: aptikimo riba“
36 “Data Error: Above max. Range” « 18 naujo paleiskite tyrima rankiniu badu, kai atskiedimo koeficientas mazas
L,Duomeny klaida: virsija maks. ribg“ (1/2 arba 1/5).
38 “Data Warning: Calibrator Warning” - Pradékite kalibravima ne véliau kaip kitg diena.

L~Duomeny jspéjimas: jspejimas déel
kalibravimo*
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39 “Data Warning: Below Normal” « Informacija, kad meginys nesiekia diapazono.
,Duomeny jspéejimas: nesiekia normalios*
40 “Data Warning: Above Normal” « Informacija, kad méginys virsija diapazona.
,Duomeny jspéjimas: virsija normalig*
42 “Concentration not Consistent with « 18 naujo paleiskite tyrima su kitu atskiestu preparatu. Pasirinkite Zemesnj atskiedimo
Dilution Used” koeficienta.
L,Koncentracija neatitinka naudojamo
atskiesto preparato”
43 “Sample Pipetting Problem — « Patikrinkite, ar méginyje néra burbuliuky arba puty ir i$ naujo pradékite tyrima.
Check Sample”
~,Méginio paskirstymo
pipete triktis — patikrinkite meginj*
44 “Data Warning: Abnormal” « Pripildykite sistema ir i$ naujo pradékite tyrima.
,Duomeny jspéjimas: nenormali kinetika“ | - Patikrinkite, ar meginyje néra burbuliuky.
« Patikrinkite, ar ant méginio ir reakcijy lékstés néra dulkiy.
« Patikrinkite, ar reakcijy Iékstéje néra burbuliuky.
« Jeigu problema neistaisoma, skambinkite j ,karstaja linijg“.
45 *_Data Warning: Second Response - Tik informacija, kai prisijungta ,Service* (Aptarnavimo) teisémis.
Used”
,Duomeny jspejimas: antras atsakas
panaudotas”
46 *_Data Warning: Short Lived - Tik informacija, kai prisijungta ,Service* (Aptarnavimo) teisémis.
Fluorescence”
L,Duomeny jspejimas: trumpalaiké
fluorescencija“
48 “Data Warning: Control out of + Pakartokite matavimg naudodami naujg kontrolinj bandinj.
2 SD range” - Reikia pakartotinai kalibruoti reagenta.
,Duomenuy jspéjimas: kontrolé nepatenka | +Naudokite naujg reagento dézute ir paruoskite naujg kontrolinj buteliuka.
Jj 2 SD ribas*”
51 “Inconsistent incubation time” - Patikrinkite rezultaty sarase ,end of test” (tyrimo pabaigos) ir ,start of test”
,Nesuderinamas inkubacijos laikas*“ (tyrimo pradzios) laika. Jeigu faktinis inkubacijos laikas = teoriniam inkubaciniam
laikui + <4 min. => rezultatas gali bati priimtas.
PrieSingu atveju patikrinkite, ar sistema atjungta.
+ Uzdarykite programg KRYPTOR compact PLUS arba i§ naujo paleiskite kompiuter;.
52 “System Error: Missed flashes” + Skambinkite j ,karstaja linijg“.
,Sistemos klaida: praleisti signalai“
69 ‘Pre-incubating” - Paruosiamosios inkubacijos tyrimas, laukiama Il fazés inkubacijos.
,Paruosiamoji inkubacija“
70 “System Error: Pre-incubation « Paskirstymo pipete triktis per Il faze.

has failed”
»Sistemos klaida: paruosiamoyji
inkubacija nepavyko*

« ParuoSiamosios inkubacijos metu reikia i$ naujo parengti tirpala.

+ ParuoSiamosios inkubacijos pabaigoje prietaise néra reagento.

+ ParuoSiamosios inkubacijos pabaigoje sukamojo jrenginio dangtis vis dar atidarytas.
« Rinkinio neatitikimas, nes skiediklis tus¢ias (nepakankamas reagento kiekis).
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Nevisavercio veikimo rezimas

Jvykus vieno i$ Siy jutikliy gedimui, vietiné ,karstoji
linija“ gali jj iSjungti, kad bty uzbaigtas vykdomas
matavimo protokolas. ISvardyti jutikliai jdiegiami sieki-
ant uztikrinti saugy jprasta naudojimg. Kadangi jutikliy
gedimai neturi jtakos pacienty rezultatams, juos galima
igjungti. Siais iSimtiniais atvejais vartotojas turi laikytis
Zemiau apra8yty atsargumo priemoniy. Tokiu atveju
galima naudoti prietaisg, kol jj pataisys techninés
priezidros inzinierius.

Po to, kai vietine ,karstoji linija“ atjungs jutiklj, sasajoje
bus rodomas langas ,Securities disabled” (Apsaugos
iSjungtos).

Securities disabled

Paspaudus §j langg, bus rodoma i§sami informacijg
apie iSjungtg jutiklj.

Specialios prietaiso naudojimo sglygos

Atsargiai

Vartotojas turi atidziai naudoti prietaisa, nes apsau-
gos iSjungtos ir privaloma laikytis tam tikry specialiy
sglygy. Vartotojas turi vykdyti gaunamas rekomenda-
cijas.

Permatomas dangtis: antgalis ir sukamasis jrenginys
gali pajudeti, kai permatomas dangtis atidarytas. Varto-
tojas turi atkreipti démesj j visus sasajoje praSomus
veiksmus (paskirstymo pipete sekos pradéjimas, suka-
mojo jrenginio nuskaitymas, priezidra ir pan.).

Apatinis bruksninio kodo skaitytuvas: méginiy mégintu-
véliai ir reagenty rinkiniai turi bati identifikuoti rankiniu
badu. Zr. skyriuje ,Svarbi informacija vartotojui
apraSytas atsargumo priemones.

VirSutinis brukSninio kodo skaitytuvas: meéginiy
kasetés neaptinkamos. Jy padétys sukamajame jren-
ginyje nustatytos 4 ir 5 padétyse. Atskiedimo lékstés ir
1-4 TIRPALAI turi bati identifikuoti rankiniu badu. Zr.
skyriuje ,,Svarbi informacija vartotojui“ aprasytas atsar-
gumo priemones. Naudojimo reikmeny busena (sky-
s€io lygis, laisvos skiedimo duobutes ir t. t.) bus tvar-
koma jprastai.

B‘R-A‘H‘M'S GmbH
B:R-A-H-M-S KRYPTOR compact PLUS

Vartotojo vadovas (Version RO6lt)

sPlexi“ durys: ,Plexi“ durys — tai skaidrus atvartas,
nuleidziamas jkeliant naujg reakcijy lékste. Programiné
jranga nebegali nustatyti, ar jis atidarytas, ar uzdarytas.
Prie$ jkeldami reakcijy lékste patikrinkite, ar ,Plexi“
durys uzdarytos, kad nebOty sutrikdytas reakcijy
lekstés perkélimas.

Priekinés skaitytuvo durelés: Sios durelés naudojamos
reakcijy lékstei jkelti ir programiné jranga nebegali
nustatyti, ar jos atidarytos, ar uzdarytos. Prie$ jkeldami
reakcijy lékste patikrinkite, ar durelés uzdarytos, kad j
reakcijy sritj nepatekty Sviesa ir nesutrikty inkubato-
riaus temperaturos kontrolé.

Silikoninis langelis: tai skaitytuvo galvutés langelis ir
Sildymo funkcija neveikia. Néra specialiy priemoniy,
kurias reikéty naudoti papildomai prie kasdieniy
priezidros darby.

Gumuléliy aptikimas: gumuléliy aptikimo meginiuose
funkcija neveikia; patikrinkite meginius prieS dédami
juos j sukamajj jrenginj.

Atlieky busena: skyscio lygis atlieky butelyje bei atlieky
surinktuve, esanciame po plautuve, nebekontroliuoja-
mas. Atlieky blsena ekrane rodoma Zalia spalva. Pati-
krinkite atlieky lygj prie§ pradédami paskirstymo pipete
sekg. Patikrinkite, ar po prietaisu néra skys€io pra-
tekejimo.

IRDA rySys: IRDA naudojamas informuoti sistemg apie
reagenty kasec€iy temperatirg. Temperatura ir toliau
tiksliai kontroliuojama, bet apie jg sistemai neteikiami
pranesimai, todeél visiems tyrimy rezultatams rodomas
ispéjimas ,System Warning: Reagent Cooler out of
Range“ (Sistemos jspéjimas: reagenty auSintuvas
nepasiekiamas). Reagenty kasetés temperaturos
bisena ekrane rodoma raudona spalva. Kai IRDA
ry8ys iSjungtas (OFF padétyje), reagenty kasetés
padétis nustatoma sukamojo jrenginio 1 vietoje.
Reagenty kaseté identifikuojama pazymint R1.
Reagenty rinkiniai visada nustatomi apatiniu broksninio
kodo skaitytuvu.
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B:-R-A-H-M-S KRYPTOR compact PLUS:
Instrument and consumables

Name REF

B-R-A-H-M-S KRYPTOR compact PLUS 106172
B-R-A-H-M-S KRYPTOR compact PLUS Reading Module 106174
B-R-A-H-M-S KRYPTOR compact PLUS Pipetting Module 106173
B-R-A-H-M-S KRYPTOR BUFFER 89970
B-R-A-H-M-S KRYPTOR compact SOLUTION 1 89981
B-R-A-H-M-S KRYPTOR compact SOLUTION 2 89982
B-R-A-H-M-S KRYPTOR compact SOLUTION 3 89983
B-R-A-H-M-S KRYPTOR compact SOLUTION 4 89984
B-R-A-H-M-S KRYPTOR compact DILCUP 89985
B-R-A-H-M-S KRYPTOR compact REACT 89986

B‘R-A‘H‘M'S GmbH
B-R-A-H:M-S KRYPTOR compact PLUS

User Manual (Version R06en)
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Labelling

Symbol

Explanation

Symbol

Explanation

Laser, danger to eyes
Location: on fluidic hood,
on barcode readers

@),

20 %

85 %

Humidity range

Electrical risk
Location: high voltage power supply,
inside electronic boxes

+18°C

—

+30°C

Temperature range

Biohazard
Location: waste bottle plug, wash station,
waste pump, clot detection board

IVD

Medical device conforms to
IVD Directive 98/79/EC

Thermal risk
Location: reaction area entrance

Consult instructions for use

=

Electrostaticsensitive part
Location: inside electronic boxes

N
/M

Medical device is CE certified
to conform with the
IVD Directive

User hazard
Location: on sample and cooling trays

CALTION-CLARS M8 4V ISHLE LASER
RAILATION WHEN QPR
AVIHT FEXPORIRE TOVTHE BEAM

Caution - Class 3B invisible laser
radiation when open.

Avoid exposure to the beam
Location: on reader head shielding

Date of manufacturing

E &

Name and address of the
Manufacturer

CAUTION-CLASS 38 INVISIELE
LASER RADIATIONWHIEN OPEN

AND [NTERLOCKS DEFCATED
AVOLY EXPOSUKE 10 1HE BEAM

Caution - Class 3B invisible laser
radiation when open and
interlocks defeated.

Avoid exposure to the beam
Location: on side panel, access to the laser

T5A

Protective nominal value
(Rating of electrical fuse)

LASER LIGHT
D00 NCT ETARE INTO BEAM
Wairmum Qutput: 13mi
dursion: 420 ua
‘Wavslength: B0 m
CLASS 2 LASER PRODUCT
IEC GORCS-1: 1980422001
(Camplies with 21 CFR 1040010

Laser light
Do not stare into the beam.

Class 2 laser product
Location: on fluidic hood

Electric and electronic equip-
ments have to be selectively
collected under the manufacturer
responsibility B-R-A-H-M-S GmbH

Serial number

SN|RD[nn-0000R | of Reading Module
Serial number
SN of Pipetting Module

SN

Identification
of the machine

V-~

B-R-A-H-M-S GmbH

B-R-A-H:M-S KRYPTOR compact PLUS

Alternative current (AC)

I

106172 Product reference number
of the assembly

Labelling of

B-R-A-H-M-S KRYPTOR compact SOLUTIONS

X
X

User Manual (Version R06en)

Xn %'SGH 06 harmful
Xi C SGH 07 irritant
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Safety Instructions

The safety instructions of the User Manual allow the
user to avoid injury to persons, material damages and
environmental contamination.

It is mandatory for users of Thermo Scientific™
B-R-A-H-M-S™ KRYPTOR™ compact PLUS to pay
particular attention to SAFETY INSTRUCTIONS written
in the B-R-A-H-M-S KRYPTOR compact PLUS Manual.
Installation of the B-R-A-H-M-S KRYPTOR compact
PLUS can only be performed by a properly trained ser-
vice engineer. At the time of installation all perfor-
mance specifications will be verified. Any attempt to
install, repair or modify the instrument by unauthorized
personnel is not allowed.

This in vitro device must only be used by qualified and
trained personnel according to GMP guide lines. Local
health and safety regulations must also be taken into
account.

Reading and interpretation of results must be done by
a qualified user.

B-R-A-H-M-S KRYPTOR compact PLUS must only be
used with materials, equipment and accessories speci-
fied in the B-R-A-H-M-S KRYPTOR compact PLUS
Manual.

B-R-A'H-M-S KRYPTOR compact PLUS analyser is a
Class 2 laser product.

Caution: Use of controls or adjustments or performing
any procedures other than those specified herein may
result in hazardous radiation exposure.

Precaution for installation
Indoor use only

Altitude Up to 2000 m
Temperature range  18...30 °C

Humidity 20-85% (non condensing)
Corrosion Protection against TN HCI,

1N NaOH, decontamination
solution, bleached reagent
100-240 V~, mains supply
voltage fluctuations up to

+ 10% of the nominal voltage
50-60 Hz

Power 465 VA

Transient overvoltage: category |l
Clearance distance:

Behind: 5 cm

Side-left: 10 cm

Side-right: 20 cm
Disconnecting device should be
accessible.

Transport conditions -20...70 °C

Long term storage  0...50 °C

Electrical mains

Placement

B-R-A‘H-M-S GmbH
B-R-A-H-M-S KRYPTOR compact PLUS

User Manual (Version R06en)

Input and output connections

Caution:

On the serial communication ports, connect only a
RS-232 link (Very low safety voltage).

On the USB port, connect only the specific USB cable
provided (Very low safety voltage).

On Waste bottle cap (liquid level and mechanical
sensor), connect only the specific cable provided (Very
low safety voltage).

Electromagnetic compatibility

Changes or modifications not expressly approved by
B-R-A-H-M-S GmbH could void the user's authority to
operate the equipment.

B-R-A-H-M-S KRYPTOR compact PLUS is compliant
with class B product requirements as defined in IEC
61326-2-6 standard.

B-R-A-H-M-S KRYPTOR compact PLUS complies with
the emission and immunity requirements described
in EN 61326-2-6. The electromagnetic environment
should be evaluated prior to operation of the device.
Do not use this device in close proximity to sources
of strong electromagnetic radiation (e.g. unshielded
intentional RF sources), as these may interfere with
the proper operation.

Electrical security

Do not connect B-R-A-H-M-S KRYPTOR compact PLUS
to a power supply before ensuring that the voltage
setting is correct.

The analyzer can be used with a power supply (mains)
voltage of 100-240 V~ (50-60 Hz). Verify the voltage of
the local power supply (mains) to be used. Always plug
the analyzer into a grounded outlet. Operating tech-
nicians and maintenance personnel are urged to follow
sound electrical safety practices at all times.

Although all metal parts of the analyzer are at ground
potential (zero voltage), they should never be touched
with one hand while touching a plumbing fixture, radia-
tor, AC-operated device or other grounded object with
the other.

Before opening the analyzer, remove the power cable
from the power outlet. Do not replace components or
attempt any repairs with the analyzer switched on.

Do not operate the analyzer in an atmosphere contain-
ing explosive gases since components of the analyzer
could generate sparks.

Avoid spilling fluid on or into the analyzer at any time.
All spills should be wiped up promptly.

If the equipment is used in a manner not specified by
B-R-A-H-M-S GmbH, the protection provided by the
equipment may be impaired.
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Biohazardous

When working with human serum, controls and cali-
brators all accessible parts of the analyzer must be
considered as biohazardous. The pipette tip, sample
cassettes, reagent cassettes, carousel drip pan, and
analyzer deck should be routinely disinfected.
Concerning all areas exposed to patient potential
infectious material or to user contact follow the clean-
ing requirements and use 5% Hypochloride solution
for decontamination. (See B-R-A-H-M-S KRYPTOR com-
pact PLUS Manual, chapter maintenance.)

It is strongly recommended to wear gloves and a
special coat.

Waste

The reagents and the waste must disposed of as
potential infectious laboratory waste according to local
regulations.

Dilution plate, reaction plate

Before disposing of the dilution plate as well as the
reaction plate stick the adhesive cover film with
biohazard sign on the plate. The adhesive covers are
supplied with the plates.

B:R-A-H-M-S KRYPTOR compact SOLUTIONS 1 to 4
For detailed information read the safety instructions for
use inserts.

Safety data sheets are available at International Product
Support on request.

B-R-A‘H-M-S GmbH
B-R-A-H:M-S KRYPTOR compact PLUS

Laser

Concerning the sample carousel barcode reader (Class
2 laser) and the manual barcode reader do not look at
the laser. Avoid direct eye exposure.

Class 2 lasers are limited to a maximum output power
of 1 milliwatt and the beam must have a wavelength
between 400 and 700 nm. A person receiving an eye
exposure from a Class 2 laser beam, either accidentally
or as a result of someone else’s deliberate action (mis-
use) will be protected from injury by their own natural
aversion response. This is a natural involuntary res-
ponse that causes the individual to blink and avert their
head thereby terminating the eye exposure. Repeated,
deliberate exposure to the laser beam may not be safe.
The laser inside the instrument (Class 3B laser) emits
an invisible radiation whose characteristics are the fol-
lowing:

Laser Type LTB SRS
Beam Deviation (mrad) 3*3 5%*8
Pulse Length (ns) 2.5 <3.5
Max Peak Power (k\W) 100 45
Repetition Rate (Hz) 20 20

User Manual (Version R06en)

Class 3B lasers may have sufficient power to cause an
eye injury, both from the direct beam and from reflec-
tions. The higher the output power of the device the
greater the risk of injury. Class 3B lasers are therefore
considered hazardous to the eye.

The laser is only accessible by opening the instrument
cover. The instrument cover (side access panel) is
equipped with a safety interlock, which stops laser
beam immediately.

For further information see latest version of
B-R-A-H-M-S KRYPTOR compact PLUS Manual and
latest version of B-R-A-H-M-S KRYPTOR instruc-
tions for use for reagents and consumables.
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Introduction

Intended use

B-R-A-H-M-S KRYPTOR compact PLUS is a fully auto-
mated system for in vitro diagnostic.

It is used for measurement of patient samples in
random access mode routinely.

B-R-A-H-M-S KRYPTOR compact PLUS is a closed
system and can only operate utilising special reagents
offered by B-R-A-H-M-S GmbH. The system is based
on TRACE technology (Time-Resolved Amplified Cryp-
tate Emission). The system and the reagents are under
continuous development by B-R-A-H-M-S GmbH.

TRACE - the unique measuring principle

of B-R-A-H-M-S KRYPTOR compact PLUS

The measurement principle of B-R-A-H-M-S KRYPTOR/
KRYPTOR compact is based on TRACE technology,
which measures the signal that is emitted from an
immuno complex with time delay.

The basis of the TRACE technology is non-radiative
energy transfer from a donor to an acceptor.

The proximity of donor and acceptor when they are
part of an immunocomplex and the spectral overlap
between donor emission and acceptor absorption
spectra on the one hand, intensify the fluorescent
signal of the cryptate and on the other hand they
extend the life span of the acceptor signal, permitting
the measurement of temporally delayed fluorescence.

Precise measurement of analyte concentration
When the sample is excited with a nitrogen laser at
337 nm, the donor emits a long-life fluorescent signal
in the milli-second range at 620 nm, while the acceptor
generates a short-life signal in the nanosecond-range at
665 nm or 707 nm depending on the type of acceptor.
When the two components are bound in an immuno-
complex, both the signal amplification and the prolong-
ed life span of the acceptor signal occur at 665 nm or
707 nm, so that it can be measured over y-seconds.
This long-life signal is proportional to the concentration
of the analyte to be measured.

Reliable prevention of interference

Non-specific signals are eliminated by the internally
calculated ratio of the intensities at these wavelengths
(665/620 or 707/620).

The signal generated by the cryptate at 620 nm serves
as an internal reference and is measured simult-
aneously with the long-life acceptor signal at 665 nm or
707 nm. Interfering influences, e.g. from turbid sera,
are automatically corrected.

Immunocomplex

Excitation
of the sample
at 337 nm Donor

Amplification
by energy Bound
transfer acceptor

» 0 ‘ |
"o .
Long-life

acceptor signal
at 665 or 707 nm

Intensity

Time in psec

Life span of the
bound acceptor
signal / time-resolved

Unbound acceptor

Excitation
of the sample
at 337 nm

Intensity

Unbound acceptor

* Time in nsec

Short-life
acceptor signal
at 665 or 707 nm

Life span of the
unbound acceptor signal

Internal correction of interfering influences

—— Donor
' - Acceptor

Fluorescence intensity

Signal relation 665/620 = 1

= Donor
= Acceptor

Fluorescence intensity

Signal relation 665/620 = 1




Instrument
Components

This instrument has two parts: pipetting module
and reading module.

Pipetting Module
This part comprised a pipetting unit @, fluidic system
® and carrousel ©.

© Pipetting unit

The pipetting unit consists of a heated tip sample
probe and a wash station. The heated tip uses a
capacitive liquid level detection system to aspirate
all components required to perform the biological
analysis. This includes the sample, diluent and
reagents. After aspirating the sample and reagent
components into the tip, the tip is heated to reac-
tion temperature and acts as a pre-reaction incuba-
tor. This ensures that the fluids are at reaction tem-
perature before dispensing in to the reaction area.
At the end of dispense, the tip is washed to avoid
carry-over contamination between samples.
Caution, any fluidic hood opening stops tip motion.

@ Fluidic system

The fluidic system includes 3 bottles of 5 liters.

One for the PBS wash liquid (BUFFER; order code for
the buffer: B-R-A-H-M-S KRYPTOR BUFFER) used to
wash the tubing system after pipetting. A second
bottle with distilled or deminerialized water used as
liquid system (DISTILLED WATER) by priming before
pipetting and to keep the tubing line in water during
instrument stand by or switch off. A third bottle is
used to collect liquid waste (WASTE). Only the waste
bottle contains a float sensor on the cap to manage
the liquid level and a mechanical sensor for bottle

B-R-A-H-M-S GmbH

presence. Levels of buffer and distilled water are
managed by float switches within the main body of
the instrument. When the bottle becomes red on the
VDU screen, it is possible to refill the bottles without
interruption to the current run. There is no fluid sensor
on these two bottles.

Distilled or demineralized
water tank with floating
switch

PBS Tank with floating
switch

© Carousel

The carousel is divi-
ded into 5 positions.
Positions 1, 2 and 3
are hybrid locations
which allow to put
reagent or sample
trays. Positions 4
and 5 are dedicated
only for sample trays. When the hood is open, it is
possible to turn the carousel by hand to simplify
access to each position.

B:R-A-H-M-S KRYPTOR compact PLUS User Manual (Version R06en) Page 8 of 28




Reagents tray

This accessory contains up
to 4 reagent kits. The cool-
ing system (2...8 °C) is ope-
rational only when the tray
is installed on the carousel
and the instrument is turned
on. An infrared system is
used to detect reagent seg-
ments during movement of the carousel. Barcoded
identification of reagent kits is automatically scanned
when the carousel rotates. Caution: Put the kit in
right order, barcode must be visible within the per-
spex window (refer to photo). Inventory for all
reagent kits and reagent segment temperature is
fully managed by the software with use of colour
codes.

Tray for samples, dilution plates and
SOLUTIONS 1-4

This tray has space for 16
sample tubes which can be
any combination of primary
or secondary tubes at a
height between 60 mm and
120 mm and a diameter
between 11 mm and 17 mm.

Calibrators, controls and mi-
cro-cups in a specific metallic adaptor can also be
installed. This tray also has space to install SOLU-
TIONS 1-4 or dilution plates. Sample trays are
detected on board by barcode identification placed
on the top and the middle of the segment.

B'R-A‘H‘M'S GmbH
B-R-A-H-M-S KRYPTOR compact PLUS

SOLUTIONS 1, 2, 3 and 4 (order code B-R-A-H-M-S
KRYPTOR compact SOLUTION 1-4)

The SOLUTIONS 1 and 2 are used for reconstitution
of freeze dried reagents. The SOLUTIONS 3 and 4 are
needed for different washing steps between pipet-
ting reagents and samples. Their use depends on the
analytes. Do not top-up the bottles. Each solution
bottle is managed on the instrument by the software
through a barcode placed on the top of the bottle.
SOLUTIONS 1 and 2 are mandatory to launch recon-
stitution of reagent kits. SOLUTIONS 3 and 4 are
mandatory to launch pipetting sequence for samples.

DILUTION PLATES (order code B-R-A-H-M-S
KRYPTOR compact DILCUP)

The dilution plate, which consists of 24 wells, is used
by the system to reduce a high concentration or make
a recovery test by using a diluent or a specific reagent.
A barcode placed on the convex side of the plate,
allows the software to monitor the availability of wells
and lifetime on board the instrument.

O Reading Module

Power on or off of the complete instrument is done
with the button O/l placed on right side of reading
module. This module consists of the reaction area
and optical reading system to measure the signal
emitted by the immuno complex. The reaction
plate contains 96 wells (order code B-R-A-H-M-S
KRYPTOR compact REACT) and its life onboard the
instrument is monitored by the software through a
barcode placed on each reaction plate and transpa-
rent damper closing. The reaction plate is heated at
37°C+0.5°C.

O Handheld barcode reader
All relevant information concerning calibrators, con-
trols, reagent lots and reaction plate barcodes are
registered on B-R-A-H-M-S KRYPTOR compact PLUS
by the barcode reader as well as reaction plate bar-
code.

User Manual (Version R06en) Page 9 of 28




Description of the System Status Window

. I -mmonm

/ —_— -

© ACCESS TO MAIN MENUS

0O B-R-A-H-M-S KRYPTOR compact PLUS
TOOL BAR

© WINDOWS COMMAND BAR
O WINDOWS START BUTTON
© WINDOWS TASK BAR

O STATUS BAR

@ B-R-A-H-M-S KRYPTOR compact PLUS
WORK SURFACE

B‘R-A‘H‘M'S GmbH
B-R-A-H:M-S KRYPTOR compact PLUS

6__

@ Feeting/Counting Orline 6.23PM

Kl

o . 2
C000C000
00000000
00000000
00000000
coo00000
ocoooooo
00000000
©ooC0eoo
00000800
©0000Ce®00
00000000

00000800

l 3es8°C

®

@ Waste
@ Distilled or demineralized water: Liquid system

3 Buffer PBS: Phosphate Buffer Saline: Wash
liquid

@ B-R-A-H-M-S KRYPTOR compact
Wash Solutions

® Dilution plates
® Sample tray

@ Reagents tray
Reaction plate
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Main Menus

These menus are available by clicking on:

(KRYPTOR compact |

The main menus bar appears .
System Data Instrument Registration Administration Help

To close it, click again on:

SYSTEM DATA INSTRUMENT REGISTRATION ADMINISTRATION HELP
* Logon * Worklist * Rescan Carousel * Calibrator/Standard | * Panels * User Manual
* Shutdown * Results * Start Processing * Control * Analytes * About
* Maintenance *QC * Pause Processing * Reagent Lot * Combined Analytes

Functions
* Maintenance Log * Query All * Reflex Testing
* Work

* Session Log Analysis * Prime * User Accounts

* Service Diagnostics
* Printer Setup

* Close

* Reconstitute Kits
* Reaction Plate
* Sample Carousel

* Reagents

* Instrument Params

* LIS Interface

* Preferences

B‘R-A-H-M-S GmbH

B-R-A-H-M-S KRYPTOR compact PLUS

User Manual (Version R06en)
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The Tool Palette

ICON COMMAND FUNCTION MENU OPTION DESCRIPTION
§ Scan Carousel F1 Instrument Identification of samples without starting a run
Rescan Carousel
’ Start Processing F2 Instrument This icon disappears after click on it to give access
Start Processing to Pause processing.
00 Pause Processing F3 Instrument This icon appears after Processing has started.
Pause Processing Addition of more samples to the carousel.
If you push the blue button on the front of the
instrument, at the end of pause, carousel hood is
open automatically.
If you use this icon, at the end of pause it is needed
to click on the blue button to open the hood.
(1] Manage F5 Data
Worklist Worklist
Validate F6 Data
SE
Results Results
[T QC Functions F7 Data
s QC Functions
@EQ Reagent Lot F8 Registration
Manager Reagent Lot
[I] Calibrator Lot Registration
n Manager Calibrator/Standard
F Prime Instrument F9 Instrument
I )
Prime
OH Reconstitute F10 Instrument
Reagents Reconstitute Kits
E Advanced Menu To close it, click again on the icon.
i User Manual Help
Load/unload the F11 Instrument Allow to load reaction plate by plate ID manual entry.
Reaction plate Reaction Plate Allow to unload reaction plate.
‘ System Logon System
procedures Logon
@ System Shutdown System
3
procedures Shutdown

B-R-A‘H-M-S GmbH
B-R-A-H-M-S KRYPTOR compact PLUS

User Manual (Version R06en)
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Work Surface Colour Codes

Sample Carousel

At the end of carousel scan, all samples with a barcode and tests in the worklist will be shown in green, blue, yellow or
red. If the system is connected to LIS, there are different colours for the sample status (see Administration Menu/
LIS interface in B-R-A-H-M-S KRYPTOR compact PLUS Manual).

An information window is available by clicking with the left button of the mouse on a selected sample.

In case of sample tubes without barcodes, it is possible to identify a location in the sample tray by manual entry
through the Carousel Status window, or the worklist.

Double click on sample tube to open Carousel Status window.

Sample ID: -
[FETcione | L iy |

COLOUR EXPLANATION

Black: no sample present

Dark green: the sample is ready to be tested

Dark green with a white point: sample during pipetting process

@O0 0o

Dark green with a red circle: STAT sample

Blue: sample to be removed (all the tests of this sample have processed successfully including
the out of range detection)

Yellow: sample with barcode without test in worklist or presence on carousel of same ID on different sample tube

Red: problem with sample processing

(e.g. reagent related, consumables related; clot, insufficient sample volume)

o Red with a white point: sample during pipetting process with at least one test with problem

B‘R-‘A-H-M-S GmbH
B:R-A-H-M-S KRYPTOR compact PLUS User Manual (Version R06en) Page 13 of 28




Reagent Area

Each reagent cassette has its own identification. An information area appears by clicking (left button of the mouse)
on reagent tray screen image, this shows cassette |D and temperature in degrees of the kit.

A colour code on the circle portion exists as a quick visual check of the right temperature in the reagent area or a
reagent cassette’s fan fault.

COLOUR TEMPERATURE BAR ON THE REAGENT AREA
B Green: 2.0...8.0 °C
. Blue: < 2.0 °C
. Red: > 8.0 °C or communication failed
Yellow: one or more reagent cassette's fan is out of order

All reagent kits detected by barcode are shown on screen in the appropriate reagent cassette. A more detailed infor-
mation Window is available by clicking (left button of the mouse) on a reagent kit.

The colour of the background indicates the availability of the kits and the colour of the rectangle indicates the number
of remaining tests.

COLOUR EXPLANATION

White background: Kit OK (calibration and reconstitution OK)
Red rectangle: Number of tests remaining: <5

White background: Kit OK (calibration and reconstitution OK)
Yellow rectangle: Number of tests remaining: > 5-<10

White background: Kit OK (calibration and reconstitution OK)
Green rectangle: Number of tests remaining: > 10

Yellow background: Kit or calibration expires tomorrow
Green rectangle: Number of tests remaining: > 10

Red background: Kit to reconstitute, to calibrate or expired kit or no test remaining

8000

{ratall Kit

Femove ki

Double clicking anywhere in the reagent area opens the Reagent Status window. This window enables you to
display information about each reagent kit installed in the reagent area of the instrument and to request calibration
for each reagent kit.

B-R-A‘-H-M-S GmbH
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Reaction Area

Each reaction plate is barcode labelled to allow the loading of the plate. The reaction plate has to be loaded to
activate its preheating and to allow the dispensing of samples.
Click on the plate to view the exact number of tests dispensed and completed. When the reaction plate is full,
there is no automatic unloading, it is necessary to request by clicking on reaction plate. A reaction plate not used

but unloaded could be loaded again during 2 hours after its first loading.

There is no automatic shutdown (machine remains in ready stage). As long as the reaction plate is on board, it is
ready to be used, until 7 days are passed or plate is full. After 7 days, the plate is automatically unloaded at the
next end of day (first ready or initialized stage after midnight).
Time validity status of reaction plate is available when clicking with the left mouse button on the reaction plate on
the screen. If there is an “xy position error”, the plate is automatically unloaded, and cannot be used any more.

COLOUR

EXPLANATION

Green: Proportion of tests running and not completed

Blue: Proportion of tests completed

Green: 36.2...38.0 °C

Blue: < 36.2 °C

Red: > 38.2 °C

Pipetting sequence does not start if the reaction area temperature is below to 35.7 °C or over 38.5 °C.

Dilution Plate

Each dilution plate is barcode labelled to manage the wells used and the shelf life on board (365 days). Check
dilution plate cleanness during daily maintenance.

COLOUR

EXPLANATION

White well = available well / coloured well = used well

Green: More than 10 wells available

Yellow: From 5 to 10 wells available

Red: Less than 5 wells available or expired

B-R-A-H-M-S GmbH

B-R-A-H-M-S KRYPTOR compact PLUS User Manual (Version R06en)
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B-R-A-H-M-S KRYPTOR compact SOLUTIONS 1 to 4

For SOLUTIONS 1 and 2, the dead volume has been defined to finish a reconstitution started even if red level is
detected; it is normal to have around 12 mL in SOLUTION 1 and approximately 8 mL in SOLUTION 2 when red
status appears on the interface screen. For SOLUTIONS 3 and 4 the dead volume is around 4 mL, defined to finish

wash step.

COLOUR EXPLANATION

. Green: OK

Yellow: Take care to change the bottle soon / solution expires tomorrow

. Red: Bottle to be replaced = dead volume reached or solution expired

Fluidic System

An intermediate tank system enables you to refill B-R-A-H-M-S KRYPTOR BUFFER or distilled/demineralized water
bottle when red status is detected without stopping the current run by use of dead volume in intermediate tank
system. If the dead volume is used then waste red level is detected and the instrument stops at the end of current
run or prime. A prime is mandatory after refilling a bottle.

COLOUR EXPLANATION

- Green: OK
[ ]

Red: Waste bottle full (void), buffer or water bottle empty (filling), intermediate waste collector full (Call Hot Line)

B-R-A-H-M-S GmbH
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Routine Work

Start-up

Fill the appropriate bottles with distilled or deminerali-
zed water and buffer PBS, empty the waste bottle.
Ensure B-R-A-H-M-S KRYPTOR compact SOLUTIONS 1
to 4 are on board. If B-R-A‘H-M-S KRYPTOR compact
SOLUTIONS 1 to 4 are closed, open the caps. Put caps
into specific locations and inscribe the caps with
number of solution.

Check the fluidic and carousel hoods are closed.

After a power off

- Check if carousel hood is closed.

- Switch on the instrument with O/I (ON/OFF) button

found on right side of the instrument.

- Switch on the XPC, monitor, printer.

- Click on Windows Start button and choose

icon to launch the B-R-A-H-M-S

KRYPTOR compact software.
2 programs will be started:

1) XPC program is the user interface.

2) Check if XIPC program is active by icon presence on

clock bar. :»Mn:s-!m

After a Shutdown start here

- Check if carousel hood is closed.

- Click on

- Select Name and Password (e.g. user: Admin and
password: Admin) in the System LogOn window.

- An automatic scan is launched after motor initializa-
tion. System is ready to use at the end of scan.

- An automatic scan is done every two minutes when
carousel hood is closed to manage reagent tray
temperature.

- Do maintenances as requested.

- Place a new reaction plate, close the transparent
damper and load it by scanning the barcode.

- Request carousel hood opening by pressing on the
blue button in front of carousel.

- If there is no reagent cassette, load one or more on
specific positions.

- Check status of dilution plate and B:-R-A-H-M:-S
KRYPTOR compact SOLUTIONS 1 to 4 on interface,
according to necessity, change or load new consum-
ables.

- Load kits on reagent tray when temperature status is
green.

- Ensure the reagent lid is well closed.

Kryptor compact:XPC
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After an automatic change of day

The automatic change of day procedure is launched every
day, on the first ready or intialized stage after midnight.
This will perform automatically all the initializations (init
pipetor + init reader).

Nevertheless, the user will have a logon to perform
manual maintenances and database maintenance.
User is warned that he has to logon with the message
"KRYPTOR compact — Change of day made — Mainten-
ance needed” in the title of the window.

User can go on using the analyser, without logon, in
case of use by night team, who wants that mainten-
ance is performed by “morning team”.

Maintenance

[tems on the maintenance screens only need to be per-
formed if they are marked *Expired*.

(1) These procedures will be performed automatically
when the system has been started.

Daily maintenance

- Initialize pipettor (!). To be done only if problems
occur during run on pipettor module.

- Initialize reader (!). To be done only if problems
occur during run on reader module.

- Prime Liquid Handling System (!). Check visually
the absence of leaks and bubbles during the priming
procedure.

- Check and clean reader head window by using a
cotton-swab first with water then with alcohol.

- Check and clean condensation in Reagent cassettes
with absorbent paper.

- LIS end of day. This action enables to purge LIS files
and avoid the occurrence of data transmission pro-
blems.

- Check dilution plate cleanness. Look at dilution
plate already on board if there is no dirty particles in
dilution well.

Weekly maintenance

- Check for liquid leaks. Open fluidic hood to check
the tubing system (tubing connectors, syringes).
When fluidic hood is closed, pipettor initialization is
automatically done.

- Tip path cleaning with decontamination solution
to clean up serum splashes with a paper towel
slightly wet with water, then repeat with alcohol or
specific product to decontaminate.

- Backup DataBases. Backup of all databases older
than 3 days.
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- Backup Log Files. Backup of log of run and main-
tenance log files.

- Remove messages from box office. This action
enables the purge of the box office and avoid the
occurrence of data transmission problems.

- Cleaning of water bottle. Empty and replace distilled/
demineralized water if it is more than seven days old.

- Clean carousel pan. Clean the tray under the sample
carousel with a paper towel slightly wet with water,
then repeat with alcohol or specific product to decon-
taminate.

Monthly maintenance

- Bottles decontamination. Empty the bottles and
pour in 1 liter of 5% sodium hypochlorite solution. Fit
a bottle cap and swirl the liquid inside the bottle so
that it comes into contact with all the internal sur-
faces. Allow to stand for 15 minutes, then empty and
rinse the bottle with water.

- Secure tip cleaning. Tip parking over night or if instru-
ment is not in use for a longer time. B-R-A-H-M-S
KRYPTOR compact SOLUTION 3 and 4 must be avail-
able.

- Automatic check dot. Tip coming on dot point. If
adjustment is correct, tip coming back to wash cup.
In case of adjustment problem, user should open the
fluidic hood and check if tip can be slightly bent to
enter the hole.

Reagent registration

For the following working steps installation of valid
version of K-DISK ANA is needed.

Necessary when using new lots only:

Reagent

- Click on Reagent Lot Manager:

- Click on Register.

- Scan the barcode sheet.

- Click on OK and confirm the registration with Yes.

Calibrator

- Click on Calibrator/Standard Manager:

- Click on Register.

- Scan the barcode sheet.

- Click on OK and confirm the registration with Yes.

B-R-A‘H-M-S GmbH
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Control

- Click on:

- Click on:

- Click on Register new Controls.
- Scan the barcode sheet.

- Click on OK.

Reconstitution of reagents

- Click on to start reconstitution process.

- All freeze dried reagent kits placed in the instrument
will be reconstituted.

- In the status bar the progression of the reconstitution
in % is visible.

Perform a calibration
Calibrator

- Double click on the kit you want to calibrate.

- Select a calibrator lot from the drop-down arrow list.

- Click on Add to worklist, OK, Close.

- Request a carousel hood opening by pressing on blue
button in front of instrument.

- Place the calibrator tube on the sample car-
ousel making sure the barcode fills the slot.

- Close the carousel hood.

- Start the instrument: m

Results

- Open results list:

- Select the calibrator result and click on Validate curve.
- The software indicates if the new calibration curve is
acceptable or not:
if Yes click on: E’

if No click on: EI
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Run controls

Control

Adding a Control through Worklist

- Select Add control in the Data, Worklist:

- Select a control from the list, press Add to worklist,
Close, Close.

Adding a Control to be tested on specific reagent

kit

- Double click on the kit which should be used to measure
the controls.

- Select Control lot from the drop-down arrow list.

- Select Low volume and/or Stat status for this control.

- Click on Add to worklist, OK, Close.

- Request a carousel hood opening by pressing on blue
button in front of instrument.

- Place the control tube on the sample carou-
sel making sure the barcode fills the slot.

- Close the carousel hood.

- Start the instrument: m

Results

- Open results list:

- If resultis in “needs resolution” status related to con-
centration out of 2SD range (shown in red) or with
flag, check the information and validate, reject or
relaunch the test. Accepting the control automatically
sends the result to the QC program.

- Select the B-R-A-H-M-S KRYPTOR compact Quality
control program to follow control life.

Run patient samples
with barcode

Patient Samples with barcode

- Select Add sample from Data, Worklist:

- Enter the Sample ID. Cassette ID and Tube position
are mandatory in case of sample without barcode.

- Select tests and dilutions from the displayed list, Add.

- Click on Stat to pipette a sample in priority.

- Click on Low volume sample vial if sample is in
microcup.

- Select Save sample and continue with required
samples, Close.

- Request a carousel hood opening by pressing on blue
button in front of carousel part.

- Place sample tubes on the carousel making
sure the barcode fills the slot.

- Close the carousel hood.

- Start the instrument:
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Results

- Open results list:

- Select a test.

- It is possible to Cancel tests in detecting, or counting
step or in pending, only in “Ready/..." status.

- Results needing resolution can be: Accepted, Re-run
or Rejected.

- Select the results then Print Status or Print Report
to print results.

End of day

Shutdown (stand by modus)

- Check inventory of reagents on board for tomorrow'’s
workload.

- Check the level of waste, distilled or demineralized
water and B-R-A-H-M-S KRYPTOR BUFFER.

- Check if the B-R‘A‘H-M-S KRYPTOR compact SOLU-
TION 3 and 4 is on board.

- Select and confirm with Yes.

- Unload the reaction plate and confirm the popup
window with OK.

- Close the transparent damper and confirm the popup
window with OK.

To power OFF the instrument

- Remove dilution plate(s), samples, and reagents.

- Close carousel hood.

- Select @ and confirm with Yes.

- Unload the reaction plate and confirm the popup win-
dow with OK.

- Close the transparent damper and confirm the popup
window with OK.

- Instrument is washing, wait for the completion of
steps (SOLUTION 3 and water washing) in case of
instrument power off.

- Close B-R-A-H-M-S KRYPTOR compact software:

- Close Windows by clicking on Start and Turn off.

- Switch OFF the PC, screen, printer and instrument.
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Analytes with Pre-incubation

The assay of an analyte with a pre-incubation is com-
posed of two phases:

Pre-incubation or Phase I: the system aspirates one
of the 2 conjugates and the antigen (sample). The
system dispenses the mixture into the reaction well
and the pre-incubation starts.

Phase II: the system aspirates the second conjugate
and dispenses it into the reaction well. At this moment
the Out of Range detection starts.

This leads to a specific operation of the interface
to avoid losing tests in Phase | distributed into the
reaction area.

The final test result will be achieved through Phase |
and Phase Il using the same reagent kit.

To alert the user that a kit is in use for Phase | and is
required for Phase I, a padlock will appear on the user
interface at the edge of the reagent kit as shown
below. The kit should not be removed while the
padlock is displayed.

At the same time, a flashing red square will appear in
the top left corner of the screen.
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The message behind the red square indicates the
estimated time in minutes and seconds remaining of
Phase I. There is also a number in parentheses to show
the number of tests in Phase |.

‘- Next pre-incubation term © 4:04 (3)

By reading this message the user can estimate the
time available to open and close the hood.
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The padlock is removed when the reagent kit has no
tests remaining in Phase |, however the RED square
can remain active if other tests in Phase | are under-
way.

If the buffer bottle, water bottle, one of the solution
bottles or the waste bottle is detected in red status
during Phase | or Phase Il, pipetting will stop and a
popup window on interface informs to replace the
solution. In Phase Il the carousel hood will be opened
by the system software and a beeping sound will alert
the user.

A user request to open the carousel hood during Phase
| is subject to confirmation by the user via a message
appearing on the screen.

=1 XIPC Warning %,

TRAK pre-incubation in progress.
Hood should be cosed to process TRAK,
Are you sure you want to open the hood now?

=g ho

Clicking on the "Yes” button allows the hood to be
opened with a beeping sound to alert the user and a
new text message next to the red flashing square indi-
cating the time available for the user to close the hood.
Clicking on “No" led to the abandonment of the appli-
cation to open the carousel hood.

‘- Close the hood within 13:31

When closing the carousel hood, the text indicates
the estimated time in minutes and seconds before the
distribution of Phase II.

When closing the hood, a carousel scan is performed.
If a reagent kit containing a pre-incubation test was not
found on board of the instrument, the user is notified
via a message displayed on the interface:

G =]

KitID 29401028 has been removed whie
4

is In progress

v o«

If the kit is not returned before the start of Phase I, any
tests in progress with this kit will be declared failed. At
the results list, the user can view the status of a test.
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During Phase |, tests appear in blue with the message
pre-incubating:

The start time of a test is given after the start of Phase II.
If the test is failed during Phase |, the test is indicated
in red with an alarm: “System error: Pre-incubation has
failed.”
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Important User Information

Detailed information about consumables and When a consumable is loaded by manual entry, it is
patient samples marked by a symbol n (not reaction plate) and on
By clicking and holding the left mouse button an infor- session log.

mation window appears.

1. Buffer

If during a scan, a barcode is detected in place of
manual entry ID, scan reading has priority, ID con-
sumable detected by scan erases manual entry ID.
This action is indicated in session log.

2. SOLUTIONS 1-4

Dilution plate: 10 &l w
0 of 24 wells used
Expiration date August 27 2011
Ok

3. Dilution plates Interface drawing of tray positioning may differ from

actual tray position. For manual entry make sure that
placements of reagent kits are done correctly as illust-

4. Reagent cassette %‘g‘nz 118 rated below.

5. Patient samples

. o Reaction Plate ™
6. Reaction plate 0 testrs) Pipetted

O test(s) Complete
Ck
I RO11 808600
Expiration date August 4 2010
e _

gegee
7. Reagent 50000
00000
00003-

Reagent kit placement

W Check the kit's correct position in
reagent tray with kit notch towards to
the transparent window. A kit misposi-
tioning could impact data results.

Sample ID barcode

It is forbidden to use a sample barcode starting with “R" Caution

or “_". In these cases, problems occur on interface. Manual identification of consumables or sample
tubes is under user responsibility. Entering incorrect

Manual entry of consumables and reagents data may lead to wrong result. This option is to be

In case of barcode reading problem, it is possible to used only in case of barcode reading fault while

load barcode information by manual entry with the key- waiting for repair of problem cause.

board. Click with the right mouse button on the corre-

sponding area. A specific window for manual entry of
the barcode data will open.
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Pipetting / Reading sequence

During pipetting/reading sequence it is forbidden to
close interface to avoid to lose samples results or to
have bad behavior of results list management.

Clot management

A clot management is available on the system during
aspiration step on sample and dilution. The user is
warned of clot presence by two kinds of information.

Case 1:

Clot has been released into the tube, tip has been
washed before continuing the pipetting sequence.
Sample tube with clot is in red status with tests not
pipetted in cancel status, and test with clot problem
with flag “System error: clot detected”.

User intervention should be done on tube (clot removal
or sample tube change) before to launching new tests.

Case 2:

Clot could not be released, tip is blocked. This popup
appears to inform that pipetting sequence is stopped
with carrousel hood open.
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Tip cleaning after fatal clot detection

e Open fluidic hood, place tip on Zhome position.

e Clean point of tip.

e Unscrew tubing on tip, liquid must flow out into
wash bowl.

e Disconnect tip electronic board, Caution to not bend
the tip point.

e Pass through a fish line (dia 0.45 mm) into the tip
from the small end towards the tip board.

e Clean by blowing with a neutral gas through the
tube from the small end.

e Connect tip electronic board on specific location.

e Close fluidic hood.

e Close carousel hood.

e Check dot point throught monthly maintenance
“Automatic check dot”.

e [ aunch a prime.

Help

Some help is available, in three languages (English,
French and German), through . button or Help/User
Manual menu.
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Barcodes Specifications

Available symbologies on KRYPTOR instruments:
e Code 128

e Code 39

e Codabar

e Code 2/5 interleaved

e Code UPC/EAN

Other specifications:
e Minimum resolution: 0.21 mm
(size of narrowest bar (black or white bar))
e Minimum ratio = 2.5
(ratio of narrow bars to wide bars)
e Maximum ratio = 3.0

Silence section (blank section before and after the
code): at least 10 times the resolution (a silent section
before and after the code is mandatory for a good rea-
ding otherwise the code cannot be recognized).

Barcode positioning: \WWe recommend to stick the
label 5 mm above the bottom of the tube (if the code
is long and the label is stuck too high the barcode rea-
der may have some difficulties to read the bars located
at the top, specially if the resolution is low (thin bars)).
At least a few bars from the barcode must be in the
window formed by the tube holder: the window will
determine the barcode position within the cassette.
The code must not be stuck entirely above the tube
holder because there is a risk of misidentification in
this case (a tube in position 2 may be seen in position
3 for example).

i :
A B C
A: Barcode position is acceptable but it's not the best
position.
B: Best barcode position.

C: This barcode position is forbidden. At least a few bars
must be in the tube holder window.
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Tube positioning: The tube must be straight and the

bars must visible throughout the window width.

A: Good position
B-C: Bad position, the barcode reader may not be able
to scan the code

Paper quality: A paper having a too high ink absorp-
tion will give a blurred result and will decrease the
amount of good readings (this problem will have a
higher impact on barcodes having a low resolution).

Paper brightness: The barcode readers are very sens-
itive to the light reflection. Even though the barcode
reader is mechanically adjusted in order to limit the
light reflection a too glossy paper may affect the
reading performances of the codes.

Printing quality: The printer quality has an influence
on the reading performances. The best printers for
barcodes are thermal printers (recommended for low
resolution barcodes) but most of the time a laser
printer is sufficient.

A: Printing quality is good.
Good contrast. Good resolution (accu-
rate printing).

B: Printing quality is low.
The printer resolution is not good
enough. The contrast is not sufficient.
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Troubleshooting Guide

Result Window Messages

FLAG NO. | RESULT WINDOW MESSAGE

WHAT TO DO

0 “System Warning: Low Laser Power” e Call the Hot Line
1 “System Error: Reaction Plate position” * Request a reader initialization in Daily Maintenance or restart the system
completely.
e Unload the reaction plate, check that the reaction plate was correctly
loaded and load a new reaction plate.
e |f the problem persists, call the Hot Line.
2 “System Warning: Reagent Cooler out e Adjust the room temperature within the specification (between 18 - 30°C).
of Range” e Check if a reagent cassette fan is out of order.
e |f the problem persists, call the Hot Line.
3 “System Warning: Incubator Out e Stop the B-R-A-H-M-S KRYPTOR compact PLUS and wait a few minutes
of Range” before switching on the instrument.

e Adjust the room temperature within the specification (between 18 - 30°C).
e |f the problem persists, call the Hot Line.

“System Error: Missed Reading”

e Call the Hot Line.

“Error: Insufficient Sample Volume”

Check if the trouble occurs on one or several samples tubes, cup or
calibrator vials.

If it concerns one tube:
e check the liquid level in the sample cup, the sample tube or the calibrator vial.
e check the tube positioning in the carrousel.

If it concerns several tubes:
e Call the Hot Line.

7 “System Error: Insufficient Reagent o Check the liquid level in reagent bottles.
Volume” e Call the Hot Line.

9 “System Warning: Late TO/TM"” e |f the problem occurs more than once in a series, shut down, and then
restart the instrument after 1 or 2 minutes. If the problem persists,
call the Hot Line.

e |f the problem occurs sporadically while a significant work list is loaded
on B-R-A'H-M-S KRYPTOR compact PLUS, the problem is not relevant.
It is then advisable to relaunch the sample displaying this message.

I “System Warning: Late TE” e |f the problem occurs more than once in a series, shut down, and then
restart the instrument after 1 or 2 minutes. If the problem persists, launch
an intervention. If the problem persists, call the Hot Line.

e |f the problem occurs sporadically while a significant work list is loaded
on B-R-A'H-M-S KRYPTOR compact PLUS, the problem is not relevant.
It is then advisable to relaunch the sample displaying this message.

12 “System Error: Pipetting” e Check obstacle in the path (Cap on sample tube...).

Remark: In that case, the carousel hood is open and the run is interrupted.
e Check the liquid level in vial.

Remark: In that case, test is in pending status. If following popup appears

<Error: tip level sense baseline. Contact technical support>, the carousel

hood is open and the run is interrupted.

13 “System Error: Clot Detected” ¢ Clean the tip (fish line, Secure tip cleaning from the monthly maintenance).

e Check the sample and relaunch the test.
e |f the trouble persists, call the Hot Line.
14 “System Error: Pipetting in Sample area”  Check obstacle in the path (Cap...).
e Check the sample tube positioning.
15 “System Error: Pipetting in Dilution area”  Check the dilution plate positioning.
16 “System Error: Pipetting in Reagent area” e Check obstacle in the path (reagent area lid, aluminium foil...).
e Check the reagent kit positioning.

17 “System Error: Pipetting in Wash area” e Check if the SOLUTION bottles are present, open and if sufficient liquid
remains.

e Check if there is any obstruction on the path.
e |f the problem persists, call the Hot Line.
18 “System Error: Pipetting in Reaction area” | ® Check if there is any obstruction in the path.

e |f the problem persists, call the Hot Line.
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FLAG NO. | RESULT WINDOW MESSAGE WHAT TO DO
19 “System Warning: Heated Tip  Prime the system to remove bubbles.
Out of Range” e |f the problem persists, call the Hot Line.

20 “System Error: Interrupted” ® Reboot the system.

e |f the problem persists, call the Hot Line.

21 “System Warning: Not Performed” e Start testing or delete it from the work list.

24 “Check Results” ® The software is working properly. If the “Flag report” option in the combined
analytes is checked, any flag on the individual tests A1 and A2 generates a “Check
results” message on the combined result which makes it only acceptable manually.

25 “Math Error” e Call the Hot Line.

26 “Reflex Test Launched” e |t is not a problem, this is an information only.

29 “Clot detected or insufficient Message occurs when a clot is detected too close to sample’s zmax.

sample volume” The current test will be flagged in red.
e Clean the tip (fish line, Secure tip cleaning from the monthly maintenance).
e Check the sample and relaunch the test.
e |f the trouble persists, call the Hot Line.

30 “Data Error: Unknown Error” e Call the Hot Line.

31 “Data Error: Ratio” e Call the Hot Line.

32 “Data Error: Response” e Call the Hot Line.

33 “Data Warning: Abnormal” ® Prime the system to remove bubbles.

e Check the samples for bubbles.

® Check sample and reaction plate for dust.

e Check if there are any bubbles in the reaction plate.
e |f the problem persists, call the Hot Line.

34 “Data Warning: Out of Range” e Automatic dilution is started depending on the Preferences configuration in the
Administration menu.

35 “Data Warning: Detection Limit” e Result lower than the lowest detectable concentration.

36 “Data Error: Above max. Range”  Relaunch the test manually with a small dilution factor (1/2 or 1/5).

38 “Data Warning: Calibrator Warning” e Start a calibration not later than the following day.

39 “Data Warning: Below Normal” e Information that sample is below the cut off.

40 “Data Warning: Above Normal” e Information that sample is above the cut off.

42 “Concentration not Consistent e Relaunch the test with another dilution. Use a lower dilution factor.

with Dilution Used”
43 “Sample Pipetting Problem - e Check the sample for bubbles or foam and relaunch the test.
Check Sample”
44 “Data Warning: Abnormal Kinetics” e Prime the system and relaunch the test.
e Check the samples for bubbles.
e Check sample and reaction plate for dust.
e Check if there are any bubbles in the reaction plate.
e |f the problem persists, call the Hot Line.
45 “_Data Warning: Second Response e Information only when logon as Service.
Used”
46 “_Data Warning: Short Lived e Information only when logon as Service.
Fluorescence”
48 “Data Warning: Control out of ® Repeat measurement with a new aliquot of the control.
2 SD range” e Recalibrate the reagent.
* Use a fresh reagent box and reconstitute a fresh control vial.

51 “Inconsistent incubation time” e Check in the result list the time of “end of test” and “start of test”. If the real
incubation time = theoretical incubation time + <4 minutes => the result can be
accepted. If not check if system is disconnected.

¢ Close the KRYPTOR compact PLUS program or restart the computer.

52 “System Error: Missed flashes” e Call the Hot Line.

69 “Pre-incubating” e Preincubation test, awaiting Phase Il incubation.

70 “System Error: Pre-incubation has e Pipetting problem during the Phase .

failed” e Reconstitution is required during the pre-incubation.
* No reagent unit on board at the end of the pre-incubation.
e The carrousel hood stills open at the end of the pre-incubation.
o Kit discrepancy because the diluent is empty (Insufficient reagent volume).
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Degraded Mode

When one of the following sensors has a malfunction
the local hotline can disable it to finalize the ongoing
measurement protocol. The sensors listed are installed
to warrant safe routine use. As the sensor malfunctions
do not affect the patient result they can be disabled. In
these exceptional cases the user has to follow the
precautions described below. This allows use of the
instrument until service engineer intervention.

After the local hotline has disabled a sensor, the
window “Securities disabled” appears on the inter-
face.

Securities disabled

When you click on the window, detail of sensors
disabled is shown.

Specific conditions to use the instrument

Caution

The user must be careful when using the instrument
because the securities are off and some specific
conditions are mandatory. The user must follow the
advice given.

Fluidic Hood: The tip and the carousel may move
while the fluidic hood is open. The user must be vigilant
at each requested action on the interface (starting a
pipetting sequence, a carrousel scan, maintenances,
etc ...).

Lower Barcode Reader: Sample tubes and reagent
kits must be identified by manual entry. Refer to
. Important User informations” for precautions.

Upper Barcode Reader: Sample cassettes are not
detected. Their positions are imposed on the carrousel
in positions 4 and 5. The dilution plates and
SOLUTIONS 1-4 must be identified manually. Refer to
the “Important User Information” for precautions.
Consumables status (liquid level, dilution wells avail-
able,...) will be managed as usual.
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Plexi Door: The Plexi door is the clear flap which is
lowered when loading a new reaction plate. The soft-
ware no longer identifies if it is open or closed. Check
that the plexi door is closed before loading the reaction
plate to prevent damage to the reaction plate carriage.

Reader Front Door: This door is used to load the
reaction plate and the software no longer identifies if it
is open or closed. Check that the door is closed after
loading the reaction plate to avoid allowing light into
the reaction area and maintaining temperature control
of the incubator.

Silica Window: This is the Reader Head Window and
the heating is disabled. There are no special precau-
tions to be applied in addition to daily maintenance.

Clot Detection: The clot detection for samples is
disabled, check samples before placing them on the
carousel.

Waste Status: The liquid level in the Waste bottle is
no longer managed as well as in the waste collector
placed below the washbowl. The status of the waste
is in green colour on the screen. Check waste level
before starting a pipetting sequence. Check that no
liquid comes out underneath the instrument.

IRDA Communication: IRDA is used to inform the
system about temperature of the reagent cassettes.
The temperature is still controlled accurately but it is
not reported to the system which leads to display of
the alarm “System Warning: reagent cooler out of
range” on all test results. The temperature status of
the reagent cassette appears in red on the screen.
When IRDA communication is OFF, the position of
the reagent cassette is imposed at location 1 of the
carousel. The identification of the reagent cassette is
R1. Reagent kits are always detected through the
lower bar code reader.
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