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Asmens, pasirasiusio pasitilymg saugiu elektroniniu | Vie$yjy pirkimy koordinatoré Regina

para$u, vardas, pavardé, pareigos Zlabyté
Telefono numeris 8 52740 494
Fakso numeris 852777 620

El. pasto adresas

diagnostines.sistemos@diagsis.com

Siuo pasitilymu paZymime, kad sutinkame su visomis pirkimo salygomis, reikalavimais,
pateiktais Siuose pirkimo dokumentuose, jy paaiSkinimuose, papildymuose. Patvirtiname, kad
pasililyme pateikta informacija yra teisinga ir apima viska, ko reikia tinkamam pirkimo sutarties

jvykdymui.

Pasira§ydamas CVP IS priemonémis pateikta pasitilyma saugiu elektroniniu paraSu, patvirtinu, kad
dokumenty skaitmeninés kopijos ir elektroninémis priemonémis pateikti duomenys yra tikri.

Mes sitilome:

Eksal Reagenty ir
k tacini ini
Tyrimy, reagenty ir papildomy Tyrimy SP. o ac.lm“ eksP.l oatac}mq

. : : AP oxe priemoniy priemoniy
Eil. priemoniy pavadinimai skai€ius Kieki L/vnt o Suma Eur be
Nr. | (Gamintojas, komercinés prekés per 1 ekis (ml./vnt.) velicalingy PVM (3x5)

’ dini L maksimaliam | vienam tyrimui’
pavadinimas) mesehy tyrimy skaiiui atlikti, kaina, Eur|
be PVYM
1 2 3 4 5 6
Hepatito B pavirS§inio antigeno

1| atrankinis tyrimas (HBsAg) o ) 0.92 S L
11 ARC HBsAg kokybinio II i 3

" | reagentai, Abbott, 2000 T ) )

12 ARC HBsAg kokybinio II i ] ) )

kalibratoriai, Abbott 2x4 ml

! Tyrimas suprantamas kaip jis apibréztas Techninéje specifikacijoje ir turi apimti visus komponentus, nurodytus
Techninés specifikacijos 2.6. punkte bei [rangos panaudg Sutarties galiojimo laikotarpiui, jos aptarnavimg, jskaitant
medZiagas, personala, transportg ir kt. Mokama pagal tyrimo jkainj, atsizvelgiant j atlikty tyrimy skai¢iy. Vienas
meéginys tai vienas kraujo tyrimas dél konkretaus infekcinio Zymens




13 ARC HBsAg kokybinio II i P
"~ | kontrolés, Abbott 2x8 ml ) .
ZIV-I ir ZIV-II antikiiny ir
2 -
ZIV-I p24 atrankinis tyrimas 6000 L1z 6,720,060
21 ARC ZIV Ag/Ak kombinuoto i 3 i
" | reagentai, Abbott, 2000 T )
55 | ARC ZIV Ag/Ak kombinuoto i ; ) i
““ | kalibratorius, Abbott, 1x4 ml
23 ARC ZIV Ag/Ak kombinuoto ) P i i
"~ | kontrolés, Abbott, 4x8 ml
Hepatito C viruso antikiiny
3. | atrankinis tyrimas (anti — 6000 - 3,07 18.420,00
HCV)
31 ARC anti-HCV reagentai, Abbott, ) 3 ) i
" 12000T
32 ARC anti-HCV kalibratorius, ) 7 ) i
““ | Abbott, 1x4 ml
ARC anti-HCV kontrolés, Abbott,
3.3 « b, - 5
2x8 ml
Treponema pallidum sukéléjo
4. | antikiiny atrankinis tyrimas 6000 - 0,84 5.040,00
(anti — TP)
ARC sifilio TP reagentai, Abbott,
4.1 500 T - 12 - -
49 ARC sifilio TP kalibratorius, i ] ) i
| Abbott 1x4 ml
ARC sifilio TP kontrolés, Abbott,
43 - 2 - -
2x8 ml
ARC TRIGGER tirpalas, Abbott,
- 5 - ,
4x1 L
ARC PRE-TRIGGER tirpalas, 4 i
Abbott, 4x1 L i
ARC plovimo tirpalo koncentratas, 30
Abbott , 4x1 ) )
ARC reakcijos kiuvetés, Abbott, P i
8x500 vnt. )
ARC adatos plovimo tirpalas, /
Abbott, 4x25 ml ) )
ARC pertvaros, Abbott, 1x200 1 - -
ARC méginiy indeliai, Abbott, 7 ) )
4x250 vnt.
ARC pakaitiniai dangteliai, Abbott, ] i
100 vnt. )
Bendra pasiiilymo kaina Eur be PVM 35.700,00
PVM (21%) suma, Eur: 7.497,00
Bendra pasiiilymo kaina Eur su PVM 43.197,00

Bendra pasiiilymo kaina eurais su PVM: 43.197,00 EUR (keturiasdeSimt trys tiikstaniai vienas
Simtas devyniasdeSimt septyni eurai 00 ct), t.sk PVM 7.497,00 EUR (septyni tikstanciai keturi Simtai
devyniasde$imt septyni eurai 00 ct).

Sifilomos prekés visiskai atitinka pirkimo dokumentuose nustatytus reikalavimus ir jy savybes
nurodytas konkurso salygy 1 priede “Specifikacija”.



Pasitilyme pateikiami §ie dokumentai:

]I::Ilrl Pateikty dokumenty pavadinimas Dokumento puslapiy skaiCius
1. Imonés jstaty kopija 4
2. Jgaliojimas pasirasyti konkurso dokumentus 1
3. Gamintojo atstovavimo jgaliojimas 2
4, ISO sertifikaty kopijos 8
5. CE sertifikaty kopijos 6
6. Kokybés sertifikato pavyzdys 1
7. PaZyma dé¢l prekiy galiojimo laiko 1
8. Sitilomy prekiy pakuoc¢iy lapeliai angly ir lietuviy kalbomis 89

Si pasitilyme nurodyta informacija yra konfidenciali /Perkancioji organizacija Sios informacijos

negali atskleisti tretiesiems asmenims/:

}Iilrl Pateikto dokumento pavadinimas
1. Igaliojimas pasira$yti konkurso dokumentus
2 Sitilomy prekiy pakuodiy lapeliai angly ir lietuviy kalbomis*

*Pastaba:
Konfidencialia laikoma visa informacija, iSskyrus tq kuri patvirtina prekiy atitiktj techniniams

reikalavimams. Likusi informacija yra gamintojo intelektualiné nuosavybé, néra visuotinai prieinama
ir negali buti viesinama nemokamai.

Viesyjy pirkimy koordinatoré Regina Zlabyté

Dokumentg elektroniniu
paraSu pasira§é REGINA
ZLABYTE

Data: 2021-02-11 10:28:4
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UZDAROSIOS AKCINES BENDROVES
~DIAGNOSTINES SISTEMOS”

ISTATAI

1 straipsnis. Bendrosios nuostatos

1. UZdaroji akciné bendrové ,DIAGNOSTINES SISTEMOS” (toliau — ,Bendrové”) yra jmoné, kurios jstatinis
kapitalas padalintas | dalis, vadinamas akcijomis, ir kuri savo veikloje vadovaujasi Lietuvos Respublikos
jstatymais bei kitais norminiais aktais ir Siais jstatais.

2. Bendrovés pavadinimas yra uZdaroji akciné bendrové , Diagnostinés sistemos”.

3. Bendrovés teisiné forma — uzdaroji akciné bendrove.

4. Bendrové yra ribotos civilinés atsakomybés privatusis juridinis asmuo, turintis komercinj, Gkinj, finansinj ir
organizacinj savarankiskuma. Ji turi savo firmos pavadinimg, antspauda su pavadinimu, savarankiska balansa
ir saskaitas bankuose, gali turéti savo firminj blanka, savo prekiy ir paslaugy Zenklg, kitus rekvizitus.
Bendrovés turtas yra atskirtas nuo akcininky turto. Pagal savo prievoles Bendroveé atsako tik jai nuosavybés
ar patikéjimo teise priklausanciu turtu. Akcininkai pagal Bendrovés prievoles atsako tik ta suma, kurig privalo
jmoketi uz akcijas.

5. Bendroveés finansiniai metai yra kalendoriniai metai.

6. Bendrové yra jsteigta neribotam veiklos laikotarpiui.

2 straipsnis. Bendrovés veiklos tikslai, veiklos objektas

1. Bendrovés veiklos tikslas yra privadiy interesy tenkinimas siekiant ekonominés naudos sau ir Bendrovés
akcininkams. Bendroves tkinés komercinés veiklos pobidis yra suaugusiyjy ir kitas, niekur nepriskirtas,
mokymas, ligoniniy veikla, medicininés praktikos veikla, stomatologinés praktikos veikla, kita su Zmoniy
sveikata susijusi veikla, veterinariné veikla, socialinio darbo veikla, didmeniné ir maZmeniné prekyba ir
paslaugy teikimas.

2. Siekdama $iy jstaty 2.1 straipsnyje nurodyto tikslo Bendrové gali vykdyti ir bet kokig kita veikla,
nedraudZiamg Lietuvos Respublikos jstatymy. Licencijuojamg veiklg ar veiklg, kuriai reikia gauti leidimus,
Bendrové gali vykdyti tik gavusi jstatymy nustatyta tvarka iduotas atitinkamas licencijas ar leidimus.

3 straipsnis. Bendrovés jstatinis kapitalas, akcijos nominali verté, akcijy skaiius ir suteikiamos teisés

1. Bendrovés jstatinis kapitalas yra 2 896 (du tikstanciai aStuoni §imtai devyniasdeSimt $e$i) eurai.

2. Bendrovés jstatinis kapitalas yra padalintas j 100 (vieng Simtg) paprastyjy vardiniy akcijy. Vienos
paprastosios vardinés akcijos nominali verté yra 28,96 (dvide$imt astuoniy eurai ir devyniasdesimt Sesi euro
centai) eurai.

3. Kiekviena 28,96 (dvideSimt aStuoniy eury ir devyniasde$imt Sesiy euro centy) eury nominalios vertés
apmokeéta Bendrovés akcija jos savininkui suteikia vieng balsa visuotiniame akcininky susirinkime.

4. Bendrovés akcijos yra nematerialios. Jos yra fiksuojamos jra8ais akcininky asmeninése vertybiniy popieriy
saskaitose, kurias tvarko Bendrové. Bendrové sutartimi turi teise perduoti akcijy asmeniniy vertybiniy
popieriy saskaity tvarkyma saskaity tvarkytojui. Su $ia sutartimi Bendroveé privalo supaZindinti akcininkus.

5. Akcijos savininkas (akcininkas) yra asmuo, kurio vardu atidaryta asmeniné vertybiniy popieriy saskaita,
i$skyrus Lietuvos Respublikos jstatymy numatytas iSimtis.




6. Saskaity tvarkytojas, kuris yra atidares akcininko asmenine vertybiniy popieriy saskaitg, akcininko prasymu
turi i&duoti i%rada i§ Sios saskaitos, nurodantj akcijy skaitiy bei kita Lietuvos Respublikos teisés aktuose
nustatyta informacija apie akcijas, kurios jrasytos j saskaita.

7. Bendroves akcininky turtines ir neturtines teises bei pareigas nustato Akciniy bendroviy jstatymas ir kiti
Lietuvos Respublikos jstatymai.

8. Akcininkai neturi kity turtiniy jsipareigojimy Bendrovei, i¥skyrus jsipareigojima nustatyta tvarka apmoketi
visas pasiradytas akcijas emisijos kaina.

4 straipsnis. Bendrovés valdymas

1. Bendrovés organai yra:

1.1. visuotinis akcininky susirinkimas;

1.2. valdyba, kuri yra sudaroma i8 3 (trijy) nariy, renkamy 3 (trijy) mety laikotarpiui.

1.3. vadovas. Bendrovés vadovas — direktorius, yra vienasmenis Bendrovés valdymo organas.

2. Bendrovéje nesudaroma stebétojy taryba. Jos funkcijos, nustatytos Akciniy bendroviy jstatyme, kity
Bendrovés organy kompetencijai nepriskiriamos. '

3. Visuotinis akcininky susirinkimas neturi teisés pavesti kitiems Bendrovés organams spresti o
kompetencijai priskirty klausimy.

4. Bendrovés vadovas privalo veikti Bendroveés ir jos akcininky naudai, laikytis jstatymy bei kity teisés akty ir
vadovautis Bendroveés jstatais.

5. Visuotinio akcininky susirinkimo kompetencija, jo suaukimo tvarka, Bendrovés valdybos nariy rinkimo ir
atéaukimo tvarka, bendrovés valdybos kompetencija, bendrovés vadevo rinkimo ir atdaukimo tvarka bei
kompetencija nesiskiria nuo nurodytyjy Akciniy bendroviy jstatyme.

5 straipsnis. Bendrovés pranesimy skelbimo tvarka

1. Kai Bendrovés pranesimai turi bati paskelbti vie3ai, jie skelbiami Lietuvos Respublikos dienrastyje ,Lietuvos
Rytas”.

2. Kiti Bendrovés pranedimai akcininkams ir kitiems asmenims siundiami registruotu laidku arba jteikiami
pasiradytinai. Skubds pranedimai gali bati perduoti elektroniniy rysiy priemonémis, originalai nedelsiant
i&siun&iami adresatui registruotu lai$ku ar jteikiami pasirasytinai.

3. Akcininkams prane$imai yra siun¢iami Bendrovés vertybiniy popieriy apskaitos dokumentuose nurodytu

adresu.
4. U3 prane$imy isiuntima ar jy jteikima laiku atsako Bendroves vadovas. =

6 straipsnis. Bendrovés dokumenty ir kitos informacijos pateikimo akcininkams tvarka

1. Akcininko radytiniu reikalavimu ne véliau kaip per 7 (septynias) dienas nuo reikalavimo gavimo dienos
Bendrovés dokumentai, nesusije su Bendrovés komercine (gamybine) paslaptimi ir konfidencialia
informacija, akcininkui pateikiami susipaZinti Bendrovés darbo valandomis jos buveinéje ar kitoje Bendroves
vadovo nurodytoje vietoje, kurioje dokumentai yra saugomi. Siy dokumenty kopijos akcininkui gali buti
siundiamos registruotu lai$ku arba jteikiamos pasiraytinai.

2. Akcininkas arba akcininky grupé, turintys ar valdantys daugiau kaip 1/2 akcijy ir pateike Bendrovei jos
nustatytos formos radytinj jsipareigojima neatskleisti komercinés (gamybinés) paslapties ir konfidencialios
informacijos, turi teise susipaZinti su visais Bendroves dokumentais. Jsipareigojimo forma nustato Bendroves
vadovas.

3. Bendroves dokumentai, jy kopijos ar kita informacija akcininkams pateikiama neatlygintinai.



7 straipsnis. Sprendimy dél Bendrovés filialy ir atstovybiy steigimo bei jy veiklos nutraukimo priémimo
tvarka. Bendroveés filialy ir atstovybiy vadovy skyrimo ir atSaukimo tvarka

1. Bendroveé turi teise steigti filialus ir atstovybes Lietuvos Respublikoje ir uZsienio valstybése. Bendrovés
filialy ir atstovybiy skaicius neribojamas.

2. Bendroves filialai ir atstovybés steigiami bei jy veikla nutraukiama, taip pat filialy ir atstovybiy nuostatus
tvirtinami Bendroveés valdybos sprendimu visuotiniam akcininky susirinkimui tam pritarus.

3. Filialo veiklg organizuoja ir vykdo filialo vadovas, kuris jgyja teise atstovauti filialui palaikant santykius su
trediaisiais asmenimis tik filialg jregistravus. Filialo vadova skirti ir atSaukti turi teisg Bendrovés valdyba.

4, Atstovybés veikla organizuoja ir vykdo atstovybés vadovas, kuris jgyja teise atstovauti atstovybei palaikant
santykius su trediaisiais asmenimis tik atstovybe jregistravus. Atstovybés vadova skirti ir atSaukti turi teise
Bendroveés valdyba.

8 straipsnis. |staty keitimo tvarka

1. Bendrovés jstaty keitimo tvarka nesiskiria nuo nurodytosios Akciniy bendroviy jstatyme.

Vilnius, 2016 m. rugséjo 30 d.

UAB ,Diagnostinés sistemos” direktorius
Julius Ptasekas







Abbott Laboratories Baltics SI1A
Reg, Nr. LV50003693601
Dzirnavu iela 57A-4

Riga, LV-1010

Latvija

Abbott F. anéro8i

AUTHORISATION LETTER

Riga, 19th of November 2019

To whom it may concern

Company UAB Diagnostines Sistemos, located at Kalvariju Sodu 1st St. 2, LT-08315
Vilnius, Lithuania, is a distributor of diagnostics products manufactured by Abbott
GmbH&Co.KG, located at Max-Planck-Ring 2, 65205 Wiesbaden-Delkenheim,
Germany, and is authorized to promote, offer for tenders, sale and deliver Abbott
products as well as provide technical service and support within the territory of
Lithuania.

Distributorship agreement between Abbott GmbH&Co0.KG and UAB Diagnostines
Sistemos is effective from 1st of April 2018 for 5 years and thereafter UAB Diagnostines
Sistemos is sole distributor of Abbott Diagnostics products in Lithuania.

Ineta Mezbarde |~ /, .~

General Managerof /U0

SIA Abbott Laboratories Baltics,

Abbott GmbH & Co KG Affiliate in Latvia
Abbott Diagnostics Division




JGALIOJIMAS

Ryga, 2019 m. lapkriéio 19 d.

Visiems suinteresuotiems asmenims

Kompanija UAB Diagnostinés sistemos, esanti Kalvarijy sody 1-o0ji g. 2, LT-08315
Vilniuje, Lietuva, yra kompanijos Abbott GmbH&Co.KG, veikian¢ios adresu Max-
Planc-Ring 2, 65205 Wiesbaden-Delkenheim. Vokietija, gaminamy diagnostiniy
produkty platintoja ir yra jgaliota reklamuoti, sifilyti konkursams, parduoti ir tiekti
Abbott produkcijg, o taip pat teikti techninio aptarnavimo bei techninio palaikymo
paslaugas visoje Lietuvos teritorijoje.

Platinimo sutartis tarp Abbott GmbH&Co.KG ir UAB Diagnostinés sistemos galioja
nuo 2018 mety balandZio 1 dienos, nuo $ios datos UAB Diagnostinés sistemos yra
vienintelé Abbott Diagnostics produkty platintoja Lietuvoje.

(parasas, antspaudas)

Ineta Mezbarde
Bendrovés SIA Abbott Laboratories Baltics,
Abbott GmbH&Co.KG padalinio Abbott Diagnostics filialo Latvijoje,

Generaliné direktoré

Tikslus ir oficialus vertimas is an 1bos.

Verte: Genovaite Adakauskiené 5 o Q;;)\‘\
Data: 2019-11-19 ifS 2\
UAB "Diagnostinés sistemos” ( VERTIMAMS / ik
Kalvarijy sody 1-0ji g.2, LT-083 us \ /& /’
Tel. 85 2740494 %Smﬁi /
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UZDAROJI AKCINE BENDROVE

DIAGNOSTINES SISTEMOS

Nacionaliniam kraujo centrui 2021-02-11
Vilnius

Zolyno g. 34 Vilnius

PATVIRTINIMAS
dél prekiy galiojimo

UAB ,,Diagnostinés sistemos* patvirtina, kad reagenty ir eksploataciniy medziagy galiojimas
ju pateikimo dieng bus ne trumpesnis nei 2/3 jy galiojimo laiko.

Viesyjy pirkimy koordinatoré Regina Zlabyté

Dokumentg elektroniniu
parasu pasirasé REGINA
ZLABYTE

Data: 2021-02-11 10:42:1

Kalvarijy sody 1-0j g.2, LT-0815 Vilnius, A/s LT90 7044 0600 0112 1835,
Tel.: (5) 274 04 94, faks.: (5) 277 76 20, AB SEB bankas, Vilniaus filialas

El. pastas diagnostines.sistemos@diagsis.com PVM mokétojo kodas LT222634219
Juridiniy asmeny registras. Kodas 122263421




C_) Abbott

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-2G22-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
2G22-25 48321 ARCHITECT HBsAg Qualitative II Reagent Kit Annex II List A
2G22-30 48321 ARCHITECT HBsAg Qualitative II Reagent Kit Annex II List A
2G22-35 48321 ARCHITECT HBsAg Qualitative II Reagent Kit Annex II List A
2G22-01 41999 ARCHITECT HBsAg Qualitative II Calibrators Annex II List A
2G22-10 42000 ARCHITECT HBsAg Qualitative II Controls Annex II List A
Authorized European N/A

Representative (name and address)

Notified Body (name and address)

TUV SUD Product Service GmbH

Ridlerstralie 65
80339 Munich
Germany
Notified Body number 0123
Approval Certificate No. V10019220008

Storage site of technical
documentation (name and address)

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.

Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE marking,
conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and of the Council of 27 October

1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

A
Signature: N. WALSH KA AN

NN QLS .

Signature:
Full Name: % Joe Murray Full Name: Noel Harén
Posltion: Director Quality Assurance/Site Position: M ;- Affai
Quality Head : anager Regulatory Affairs
Date of Approval: & AV (A Date of Approval: QA5 Nov 9019
Date Issued: Z§ ncd Z,C‘l "l’ Place Issued: AIDD, Sligo
. Effective (Date or
Supersedes: 16 October 2019 Toimbors 2< n ou 2909

X Ref pAreon oA MU St
mew  AUALE— CAY & S Ay




) Abbott

Declaration of Conformity

Certificate Identification: DOC-4J27-All DLK

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers | GMDN | Names and Description of Devices Classification

and Size Codes | Code

of Devices

4J27-22 48446 ARCHITECT HIV Ag/Ab Combo Reagent Kit (4x100 Tests) | Annex II List A

4J27-27 48446 ARCHITECT HIV Ag/Ab Combo Reagent Kit (1x100 Tests) | Annex II List A

4J27-32 48446 ARCHITECT HIV Ag/Ab Combo Reagent Kit (4x500 Tests) | Annex II List A

4J27-37 48446 ARCHITECT HIV Ag/Ab Combo Reagent Kit (1x500 Tests) | Annex II List A

4)J27-03 48448 ARCHITECT HIV Ag/Ab Combo Calibrator Annex II List A

4J27-12 48449 ARCHITECT HIV Ag/Ab Combo Controls Annex II List A

Authorized European Representative | N/A

(name and address)

Notified Body (name and address) TUV SUD Product Service GmbH, Ridlerstrafe 65, 80339 Munich,
Germany

Notified Body number TUV SUD: 0123

Approval Certificate No. TUV SUD: V7 010051 0118

Storage site of technical Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

documentation (name and address)

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and
bearing the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the
European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as
they are transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

/] [ 4
Signature: !;) . "A-L—\ Signature: :ﬂ(ﬁd@. ite VIL/{Q):Q’

Full Name: Dr. Jérg Amborn Full Name: Susanne Ulrich

Position: Director Quality Assurance  Position: Senior Manager Regulatory Affairs
Date of Approval: QQ?D -0d- Date of Approval: CU ,/ (7"3 / ? ¢Z0

3 A - o = 4P Place Issued: 65205 Wiesbaden, Germany

Effective (Date or AP~ A - LY

Supersedes: 17-Dec-2019 Lot Number):




) Abbott

Legal Manufacturer’s Address:

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

DOC-6C37-22/-27/-32/-37-All DLK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Names and Description of Devices Classification
and Size Code Code
of Devices
6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4x100Tests) | Annex II List A
6C37-27 48366 ARCHITECT Anti-HCV Reagent Kit (1x100Tests) | Annex II List A
6C37-32 48366 ARCHITECT Anti-HCV Reagent Kit (4x500 Tests) | Annex II List A
6C37-37 48366 ARCHITECT Anti-HCV Reagent Kit (1x500 Tests) | Annex II List A
6C37-01 41972 ARCHITECT Anti-HCV Calibrator Annex II List A
6C37-10 41973 ARCHITECT Anti-HCV Controls Annex II List A
Authorized European N/A
Representative (name and address)
Notified Body (name and address) | TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich,
Germany

Notified Body number TUV SUD: 0123
Approval Certificate No. TUV SUD: V7 010051 0132
Storage site of technical Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above

and bearing the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC
of the European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical
Devices as they are transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:
Full Name:

Position:

Date of Approval:

=
,’%Aﬁaut %0 ,,Q,
Iy

) A s

Dr. Jérg Amborn Full Name: “'Susanne Ulrich
Senior Manager Regulatory
Director Quality Assurance  Position: Affairs

1020 - O] -0¢  Date of Approval: 0(// (’?J / Zo2v

‘ 7
Date Issued: ﬁ_‘} o /%7#’" Z V20
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 17-Dec-2019

Effective (Date or 09- /74, Y - V4%

Lot Number):

Page 1 of |




] Abbott

Declaration of Conformity

Certificate Identification: DoC 8D06-SD DELK

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN . " e
Size Code of Devices | Code Names and Description of Devices Classification
8D06-32 59861 ARCHITECT Syphilis TP Reagent Kit (1x100 Tests) Self-declared
8D06-42 59861 ARCHITECT Syphilis TP Reagent Kit (1x500 Tests) Self-declared
8D06-04 51802 ARCHITECT Syphilis TP Calibrator Self-declared
8D06-13 37733 ARCHITECT Syphilis TP Controls Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical ; i

documentation (name and address) Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the laws of the member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: //) /K C—\ Signature: [[Z*OO "L // ,67 )*:(7~

Full Name: Dr. Jorg Amborn Full Name: Susanne Ulrich
Position: Director Quality Assurance Position: Senior Manager Regulatory Affairs
Date of Approval: 100 -04 -pq Date of Approval: /3, /J}/{) / lo
/ 7 &
Date Issued: ,//Z[”' /252&’
FAN
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 09-Mar-2020

Effective (Date ' «
Lote;t:l‘r’:b(er;: * //} /. (/ / 7 5’4’&’
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D-ZM-11321-01-00

Certificate

No. Q5 001922 0022 Rev. 01

Holder of Certificate: Abbott Ireland Diagnostics Division

Finisklin Business Park
Sligo
IRELAND

ility(ies): Abbott Ireland Diagnostics Division
Fac ty( e ) Finisklin Business Park, Sligo, IRELAND

Certification Mark:

Scope of Certificate:  Design, develop and manufacture of in vitro
diagnostic test kits[,‘ reagents and common liquid
accessories for donor screening and/or the detection
and/or monitoring of hepatitis, cancers, cardiac
markers, congenital transmitted diseases,
determination of congenital disorders of the foetus,
endocrine disorders and haematological disorders,

therapeutic drug monitoring and infectious viral diseases.

. ENISO 13485:2018
Applied Standard(s): ENIso devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN 1SO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overieaf.

Report No.: 713178712-05
Valid from: 2020-04-24
Valid until: 2023-03-24

COh

Date, 2020-04-24 Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH « Certification Body * Ridlerstrale 65 » 80339 Munich « Germany




Logotipas (DAKKS) Logotipas (TUV SUD)

Sertifikatas
Nr. Q5 001922 0022 Rev. 01

Sertifikato gavéjas: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
AIRUA

Gamykla (-os): Abbott Ireland Diagnostics Division

Finisklin Business Park, Sligo AIRUJA
Sertifikavimo Zenklas: (sertifikavimo Zenklas)

Sertifikavimo sritis: In vitro diagnostiniy tyrimy rinkiniy, reagenty ir jprastiniy skysty priedy
skirty donory atrankiniams tyrimams, hepatity, véZiy, Sirdies Zymeny,
jgimty ar uZkregiamy ligy nustatymui ir /ar stebéjimui, uzkre&iamy ligy ,
jgimty vaisiaus sutrikimy nustatymui, endokrininiy sutrikimy ir
hematologiniai sutrikimy, terapiniy vaisty stebgjimui ir infekciniy virusiniy —
ligy nustatymui ir/ar stebejimui karimas, tobulinimas ir gamyba.

Taikomas standartas (-ai): EN ISO 13485:2016
Medicinos prietaisai — kokybés vadybos sistemos —
Reglamentuojantys reikalavimai
(ISO 13485:2016)
DIN EN 1SO 13485:2016

,TUV SUD Product Service GmbH" sertifikavimo jstaiga patvirtina, kad auk3tiau minéta jmoné sukare ir
palaiko kokybés vadybos sistema, atitinkanéia idvardyty standarty reikalavimus. Taip pat Zr. Pastabas kitoje
puséje.

Ataskaitos Nr.: 713178712-05

Galioja nuo: 2020-04-24

Galioja iki: 2023-03-24
(parasas)

Data: 2020-04-24 Christoph Dicks

Sertifikavimo/paskelbtosios jstaigos vadovas

Lapas1i§1

Tikslus ir oficialus dokumento vertimas i§ angly kalbos
Verté: Regina Zlabyté

Data:2020-10-05

UAB “Diagnostinés sistemos”

Kalvarijy sody 1-0j g.2, LT-08315 Vilnius
Tel. 8 5274 04 94




Lloyd's
Register

1R

Certificate of Approval

This is to certify that the Management System of:

Abbott GmbH & Co. KG
& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

has been approved by LRQA to the following standards:
ISO 13485:2016

rDm:JM

David Derrick - Area Operations Manager UK & Ireland
Issued By: Lloyd's Register Quality Assurance Limited

Current Issue Date: 1 October 2018 Original Approvals:

.Expiry Date: 30 September 2021 ISO 13485 — 23 September 1994
Certificate Issue Number: 10137049

Certificate approval number: LRQ 0925480/A

Approval Certificate Number: ISO 13485 — 00004790
The scope of this approval is applicable to:

Design, development, manufacture, control of contract manufacturers, registration,
stockholding and distribution of in vitro diagnostic devices.

UKAS

SYSTEMS
001

Lioyd's Register Group Limded, its affiliates and subsidiaries, including Lioyd's Register Quality Assurance Limited (LRQA). and their respective officers, amployees or agents are, individvally and Mﬁy referrad fo In this clause as
‘Uoyd's Registar Lloyd's Regislar assumas no responsibility and shall not be liable to any persan for any loss, damage or expanse caused by reliance on the information or advice in this document or howsoever provided, unless that parson
has signed a contract with ihe relevant Lioyd's Register entily for the provision of this information or advice and in that case any responsibility or Kability 1s exclusively on the terms and conditions set out in that contract.
Issued By Lioyd's Register Quality Assurance Limited. 1 Trindy Park. Bickenhill Lane. Birmingham B37 7ES. United Kingdom

Page 10l 1



Logotipas (Lloyd‘s Register)

PATVIRTINAMASIS SERTIFIKATAS

Siuo patvirtiname, kad

Abbott GmbH & Co. KG
& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Vysbadenas, Vokietija
Vadybos sistema LRQA patvirtino pagal §j standarta:
ISO 13485:2016
(parasas)
David Derrick — regiono operacijy vadovas JK ir Airija
I8davé: Lloyd‘s Register Quality Assurance Limited
Dabartiné iSdavimo data: 2018 m. spalio 1 d. Originalus patvirtinimas
Galioja iki 2021 m. rugséjo 30 d. ISO 13485 — 1994 m. rugséjo 23 d.
18duoto sertifikato numeris 10137049
Sertifikato patvirtinimo numeris LRQ 0925480/A
Patvirtinamojo sertifikato numeris ISO 13485 — 00004790
Sio patvirtinimo taikymo sritis:

In vitro diagnostiniy prietaisy kdrimas, tobulinimas, gamyba, gamintojy sutaréiy kontrolé,
registracija, sandéliavimas ir platinimas

Tikslus ir oficialus dokumento vertimas i angly kalbos e

Verté: Regina Zlabyté ;:\5?)\\
Data:2019-06-25 "% \
UAB “Diagnostinés sistemos” p—
Kalvarijy sody 1-of g.2, LT-08315 Vilnius // *)
Tel. 85274 04 94 Y
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ZERTIFIKAT 4 CERTIFICATE &

Management Service

. The Certification Body
of TUV SUD Management Service GmbH
certifies that

Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
Ireland

has established and applies
a Quality Management System for

Design, development and manufacture of
in vitro diagnostic test kits,
reagents and common liquid accessories.

An audit was performed, Order No. 707114974,

Proof has been furnished that the requirements
according to

1ISO 9001:2015

are fulfilled.
The certificate is valid from 2020-04-01 until 2023-03-31.
Certificate Registration No.: 12 100 59742 TMS.

Product Compliance Management
Munich, 2020-03-25

TOV SUD Management Service GmbH e Zertifizierungsstelle ¢ Ridlerstrasse 57 e 80339 Minchen o Germany TOV®
www.tuev-sued.de/certificate-validity-check




Logotipas (TUV SUD) -

SERTIFIKATAS
Sertifikuojanti TUV SUD Management Service GmbH jstaiga
patvirtina, kad
Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
Airija

jsteigé ir taiko
kokybés vadybos sistemg

in vitro diagnostiniy tyrimy rinkiniy, reagenty ir jprasty skysty reikmeny
karimui, vystymui ir gamybai.

Auditas atliktas, paraiSkos nr. 707114974 —

Buvo pateiktas jrodymas, kad reikalavimai pagal

I1SO 9001:2015
yra vykdomi
Sis sertifikatas galioja nuo 2020-04-01 iki 2023-03-31
Sertifikato registracijos Nr. 12 100 59742
(para8as) (logotipai)
Produkty atitikties valdymas

Miunchenas 2020-03-25

Tikslus ir oficialus dokumento vertimas is angly kalbos
Verté: Regina Zlabyté
Data:2020-10-05

UAB “Diagnostinés sistemos” - g
Kalvarijy sody 1-0j g.2, LT-08315 Vilnius ? " o B %8
Tel. 8 5274 04 94 pe N

by




LQ Lioyd's

Register

Certificate of Approval

This is to certify that the Management System of;:

Abbott GmbH & Co. KG
& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

has been approved by LRQA to the following standards:
ISO 9001:2015

rDaN :JM

David Derrick - Area Operations Manager UK & Ireland
Issued by: Lloyd's Register Quality Assurance Limited

Current issue date: 1 October 2018 Original approval(s):

Expiry date: 30 September 2021 ISO 9001 — 23 September 1994
" Certificate identity number: 10137050

Approval certificate number: LRQ 0925480/A

Approval number(s): ISO 9001 — 00004791

The scope of this approval is applicable to:
Design, development, manufacture, control of contract manufacturers, registration,
stockholding and distribution of in vitro diagnostic devices.

ey

MANAGEMENT
SYSTEMS

001

Lioyd's R‘m Group Limited, its affiliates md subsidiaries, including Lioyd's Register Quality Assurance Limited (LRQA), and their officers. or agents are,
“Uloyd's Register”. L

mmm.mwmm«mwﬂ.gmrmmm rovision of this information or advice and i that case any y or liability is o the terms and
issued by: Lioyd's Register Quality Assutance Limited, 1 Trinity Park, suunmnum Bumingham 837 7ES, Uniled Kingdom

reforred to in this clause as

ly and
and shall not be kable to any person for any loss, damage or expense caused by reliance on the or advice in thi: mﬂmmnm-d unless that person
88t out in that contract.

Page toft



Logotipas (Lloyd‘s Register)

PATVIRTINAMASIS SERTIFIKATAS

Siuo patvirtiname, kad

Abbott GmbH & Co. KG
& Abbott Diagnostics GmbH

Max-Planck-Ring 2, 65205 Vysbadenas, Vokietija
Vadybos sistema LRQA pgtvinino pagal §j standartg:
1SO 9001:2015
(paragas)

David Derrick — regiono operacijy vadovas JK ir Airija
13davé: Lloyd’s Register Quality Assurance Limited

Dabartiné idavimo data: 2018 m. spalio1d. Originalus patvirtinimas

Galioja iki 2021 m. rugséjo 30 d. 1SO 9001 — 1994 m. rugséjo 23 d.
I$duoto sertifikato numeris 10137050

Sertifikato patvirtinimo numeris LRQ 0925480/A

Patvirtinamojo sertifikato numeris ISO 9001 — 00004791

Sio patvirtinimo taikymo sritis:
In vitro diagnostiniy prietaisy krimas, tobulinimas, gamyba, gamintojy sutarciy kontrolé,
registracija, sandéliavimas ir platinimas

Tikslus ir oficialus dokumento vertimas i$ angly kalbos
Verté: Regina Zlabyté

Data:2019-06-25

UAB “Diagnostinés sistemos”

Kalvarijy sody 1-of .2, LT-08315 Vilnius

Tel. 85274 04 94
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