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ZERTIFIKAT & CERTIFICATE

** ** * Benannt durch/Designated by

* * Zentralstelle der Lander
* !._é * fiir Gesundheitsschutz
_—— bei Arzneimitteln und
* * Medizinprodukten

e *i‘?/\‘? BS-IVDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Manufacturer: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

SRN Manufacturer: IE-MF-000010070

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s).

The Report referenced below summarizes the result of the assessment and includes reference to
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been
carried out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment includes an assessment of the technical documentation
for the device or devices concerned on the basis of further representative samples.

For details and certificate validity see: www.tuvsud.com/ps-cert?g=cert:\V12 054869 0013 Rev. 01

Report No.: 713235160-02
Digitally signed by Ceaicovschi Tudor
Preceding Certificate No.: V12 054869 O3 Relca8 ">t PEST
Location: Moldova
Valid from: 2021-12-03 ' MOLDOVA EUROPEANA
Valid until: 2026-11-25
Date of Initial Issuance: 2021-11-26

c@s'(—\_/

Christoph Dicks
Issue date: 2021-12-03 Head of Certification/Notified Body

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany TUV®


http://www.tuvsud.com/ps-cert?q=cert:V12%20054869%200013%20Rev.%2001
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ZERTIFIKAT & CERTIFICATE

** ** * Benannt durch/Designated by

* *

% L@ %

** g%
K 4 K

Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

www.zlg.de

Medizinprodukten
BS-IVDR-099

&

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and
Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Page 2 of 3

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0607 - Devices intended to be used for detection of pregnancy
or fertility testing

B
WO0101 - CLINICAL CHEMISTRY

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVR 0608 - Devices intended to be used for screening,
determination or monitoring of physiological markers

C

WO0101 - CLINICAL CHEMISTRY

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0301 - Devices intended to be used in screening, diagnosis,
staging or monitoring of cancer

C

WO0101 - CLINICAL CHEMISTRY

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** ** * Benannt durch/Designated by
* * Zentralstelle der Lander
* | 4 N * fiir Gesundheitsschutz
R bei Arzneimitteln und
* * Medizinprodukten

e *‘Aj\‘? BS-IVDR-099

www.zlg.de

o

Product Service

EU Quality Management System Certificate (IVDR)

Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices,
Annex IX Chapters | and Il (Class C and B Devices excluding self-/near-patient-testing and

Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

The validity of this certificate
depends on conditions and/or
is limited to the following:

Revision History:

Page 3 of 3

C

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3007 - In vitro diagnostic devices which require knowledge
regarding immunoassays

IVR 0602 - Devices intended to be used for screening,
determination or monitoring of physiological markers for a specific
disease

C

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

IVP 3002 - In vitro diagnostic devices which require knowledge
regarding biochemistry

IVR 0504 - Devices intended to be used to determine the
infectious load, to determine infective disease status or immune
status and devices used for infectious disease staging

-none-

Rev. Dated Report
00 2021-11-26 713198595

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



a Abbott

Declaration of Conformity

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

DoC 8144 AIl DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Code 1 Names and Description of Devices Classification
and Size Code
of Devices

8L44-25 48304 ARCHITECT Anti-HBec II Reagent Kit (1x100 Tests) Annex II List A
81.44-30 48304 ARCHITECT Anti-HBc II Reagent Kit (4x500 Tests) Annex IT List A
8144-35 48304 ARCHITECT Anti-HBc¢ 11 Reagent Kit (1x500 Tests) Annex IT List A
8L.44-01 41983 ARCHITECT Anti-HBc 1I Calibrator Annex II List A
KL44-10 41984 ARCHITECT Anti-HBc IT Controls Annex IT List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

LRQA Limited, Hiramford, Middlemarch Office Village, Siskin Drive,
Coventry, CV3 4FJ England

Notified Body number

0088

Approval Certificate No.

0088/0964174/00117

Storage of technical documentation
name and address)

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden, Germany,
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
as they are transposed into the laws of the member states.

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

responsibility of the manufacturer.

Signature: S § C‘-J@L @y b",'

1
7y
Signature: WMWAOCLALE. b A

Full Name ; ’ )
Grined): Stefanie Leschonsky
Position: Manager Quality

Full Name é :
(Hintea: /Susanne Ulrich
Pasition: Senior Manager Regulatory Affairs/

Site Operations Germany

Date of g2 \un_ 2014
Approval: U

Approval:

Date of Zf/ }7&*‘] z‘(fffﬁ/
S

Date Issued: 02 / _f,!,,,, / 2o 4’
i 7
Place Issued: 65205 Wiesbaden, Germany

Supersedes: 01-Jun -2012

Effective ( Date
or Lot Number):  8L44-25, Lot#40393LI100

8L44-30, Lot#40402L100
8L44-35, Lot#40408L100




a Abbott

Declaration of Conformity

Certificate Identification: DoC-6C34-All DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wissbaden, Germany
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
6C34-20 48348 ARCHITECT Anti-HBe Reagent Kit Annex Il List A
(4x100 Tests)
6C34-25 48348 ARCHITECT Anti-HBe Reagent Kit Annex I1 List A
(1x100 Tests)
6C34-01 30871 ARCHITECT Anti-HBe Calibrator Annex II List A
6C34-10 31014 ARCHITECT Anti-HBe Controls Annex II List A
Authorized European N/A
Representative (name and address)
Notified Body (name and address) | LRQA Limited, Hiramford, Middlemarch Office Village, Siskin
Drive, Coventry, CV3 4F] England
Notified Body number 0088
Approval Certificate No. 0088/0964174/00036
Storage site of technical Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
documentation (name and address) | Germany, 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 I'V of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

. L
Signature: S - de(_t.. o~ (b Signature: ﬂ/uftfﬁui Z{,C': eA-
7

Full Name: Full Name:

Stefanie Leschonsky | Susanne Ulrich
Position: Manager Quality Position: Senior Manager Regulatory
Affairs/
Site Operations Germany
Date of Approval: 'g - Nov. 26\4% Date of Approval; 0« / /A Ui"‘v‘/ / / ;( i f
i

Date Issued: /,;9'3 r/:’éé'“;/ 20/%

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 04-Nov-2013

Effective (Date or
Lot Number): 06-Nov-2014



aAhbott

Declaration of Conformity

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

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

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wieshaden, Germany

List Nambers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices

6C37-22 48366 ARCHITECT Anti-HCV Reagent Kit (4x100Tests) Annex I List A
6C37-27 48366 ARCHITECT Anti-HCV Reagent Kit {1x100Tests) Annex 1T List A
6(37-32 48366 ARCHITECT Anti-HCV Reagent Kit (4x500 Tests) | Annex II List A
6C37-37 48366 ARCHITECT Anti-HCV Reagent Kit (1x500 Tests} | Annex IT List A
6C37-01 43972 ARCHITECT Anti-HCV Calibrator Annex 11 List A
6C37-10 41973 ARCHITECT Anti-HCV Controls Annex IT List A

Authorized Furopean
Representative (name and address)

N/A

Notified Body (name and address)

LRQA Limited, Hiramford, Middlemarch Office Village, Siskin
Drrive, Coventry, CV3 4FJ England

Notified Body number

0088

Approval Certificate No,

0088/0964174/00021

Storage of technical documentation
- (name and address)

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
Germany, Department Reguiatory Affairs

Harmonized Standards

Listed in the Technical Docutnentation

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

and bearing the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC
as they are transposed into the laws of the member states.
This declaration is made in acecordance with Annex IV of the IVD Directive and is issued under the sole

responsibility of the mannfacturer.

Signature: S, Q’Jc Lersh 2

Signature:

Full Name
{printed}: Stefanie Leschonsky

Position: Manager Quality

Date of

Full Name
{printed):
Position:

Date of
Approval:

Approval: 3. gmn. 204

Date Issued:
Place Issued:
Supersedes:

Effective (Date

ot Lot Number}:

frooiss el
/

i
S(usanne Ulrich

Senior Manager Regulatory Affairs/
Site Operations Germany

Jo] h- [o01¥
20, Yun 2044

65205 Wiesbaden, Germany

27-Sep-2013

6C37-37: # 41730L100




Quality

S,

Y Bus— 2029

Abbott Laboratories




| EN EU Declaration of Confurmity Basic UDI-DI Basic UTH-DI Name
BG EC HEKJ’IAPA.IETS 3A CbOTBETCTBHE Bazon UDI-DI Hassenonanue 1 Saon UDI-DI
cs EU PROHLASENI O SHODE Zikladni UDI-DI Narev zikladniho UDI-DI
DA EU-OVERENSSTEMMELSESERK L ERING Grundleggende 1DI-DI o Grundleggende UDI-Dl-navn
DE El-KONFORMITATSERKLARUNG Basis-LUDLDI Basis-UDI-DI Name
EL | AHAQILHEVMMOPOQIHE EE Baows UDI-DI Ovopaoiy, Bacwov UDEDI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico
ET ELi vastavusdeklaratsioon Pohi-UDI-DI P6hi-UDI-DI nimi
FR Déclaration de conformité UE TUD-ID de base Nom [UD-1D de base
HR EU [ZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovneg UDI-IA T
HU__| EU-MEGFELELOSEGI NYILATKOZAT | Alapvets UDI-DI Alapvetd UDLDI neve
iT Dichiaraziotre di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES athiistibas deklaricija Pamata UDI-DI Pamata UDI-DI nossukums
LT ES ATITIKTIES DEKLARACHIA Baziniis UDL-DI Bazinio UDEDI pavadinimas
NO EU-samsvarserklaring ) Grunnleggende UDI-DI Grunnleggende L'DE-Di-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic L'DI-D1
PT DECLARAQAO UE DF CONFORMIDADE UD-DI kdsico Nome U'DI-DI Basico
RO Declarafia de Conformitate UE UDI-DI de bazi Nume UDI-DI de bazd
Sk EU VYHLASENIE O ZHODE Zikladny UDI-DI Nizov zdakladného UDI-DI
sV EU-FQB._‘_SAKR)\N OM OVER_'ENSST.@MMELSE Grundlaggande UDI-DI Namn pa grundliggande UDI-DI
TR | AB Uygunluk Bevam Temel UDI-DI Temel UDL-DI lsmsi
[EN_ | Risk Clans List Number and Size Code Product and Trade Name ]
BG Korae cniopen puckn Karanoken HOMep H KOJL B8 pasdepa Hme Ha NPUIYETE H THPIOBCKG HAHMENOBANHE
cs Rizikova thda Katalogové &islo a koncove dvojéisli wdnjici Nizev produldu a sbehodni nizev
vilikost souprasy
DA | Risikoklasse Bestillinpsnummer og storrelseskode Produkt- og varemmrkenavn
DE Risikoklasse Bestellnummer und Gréencode Produks- und Handelsname
| EL Kenyyopin ivSivou Koduco: Hpoidviog ke Kedwod: Zvoxsvuaiuc [Ipaioy ke Epaopua) Ovopooin
ES Clase de riesgo Numero de referencia ¥ codigo de tamaio Producto v marca comercial
ET Riskikingsy Katalooginumber ja suuusekood Toote nimetus ja kaubanimi
FR Classe de risque Référence Nom de produit et de marque
HR | Klasa rizika Katalo£ki broj i oznaka pakiranis Naziv proizvoda i zadticeni naziv
HU Kockiizati osztaly Listaszam és készletkiszerelés-Joid Temaék- és kereskedelmi név
IT Classe di rischio Numero di listino ¢ codice formato Prodotto & nome commerciale 7
LV | Riskaklase Katalopa numurs un izmén kods Produlato nosaukeens un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numeris ir dyd#io kodas CGaminio ir prekybinis pavadinimai
NO | Risikoklasse " Bestillingsni og storrelseskode Produkt- og handelsnavn
PL. Klasa syzyvka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Miimeero de lista ¢ codigo de apresentacio Produto & nome ¢« fal
RO Clas3 de risc Mumdr de lists §i cod di e Denumirea produsului si d irea ciala
| SK. Rizikova trieds Katalégové gislo Nézov produktu a obchodny nézov
8V Riskklasg Listnummer och storlekskod Produkt och firmanamn
TR _ | Risk Smfi Liste Numaras: ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Cede l EMDN Code Mucmfacturer (Nane 2ol Address) Manafacturer SRN

BG | Koz GMDN ! Koa EMDN _| Tlpowasomiren (e i napec) EPH na nponisomsrens ]

Cs Kod GMDN _u | kKod EMDN Vyrobce (ndzev a adresa) Jeding registraéni &islo vyrobee

DA | GMDN-kode EMDN-kodse - Fabrikant {navn og adresse) Fabrikants SRN

DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN

EL | Kwdiwog GMDN (Ovopatokoyie | Koeducic EMDN (Ovoprrokoyice Rozacxevaonig (Ovope von SEN (Mowalwdg Apidude Mrtpaov)

WTPOTENDLCTIKY TPOToVInY) WIPOTELPVOLONIRGHY APHIVTLY) Ao Koteoxzvaoti

ES | Cidigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN (mimero de registro inico) del
fabricante

ET | GMDN-kood - EMDN-kood |_Tootja (nimi ja aadress) Tootja uaikaalne registreerimisnumber

FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant

HR | GMDNkod EMDN kod Proizvodad (paziv i adresa) SEN (jedinstveni registracijski broj}

1 proizvodala
HU | GMDN-kéd :' EMDN-kéd Gysrtd (név és cim) Gyano egyedi regisziricids szdma
. . : (SRIV)

IT Caodice GMDN Codice EMDN Fabbricante {nome e inditizzo) SRN {mumero di registrezions unico)
de fabbricante

LV | GMDIN kods EMDN kods RaZotdjs (nosaukems ua adrese) RaZotaja vienotais registricijas mumars

| (VRN)
LT | Visuotinés medicinos priemoniy | Europes medicines priemoniy Gamintojas (pavadinimag ir adresas) Gamintojo unikalusis registracijos |
nomenklatiiros kodas nomenklatiiros kodas is
NO | GMDN-kode EMDN-kode Prod (nawn op ad ) Produsentens SN
PL | Kod GMDN Kod Europejskiey Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyrobaw Medveenyeh ] producenta

PT | Codigo GMDN | Codigo EMDN | Fabricante (Nome e Morada) _ Nimero tinico de registo do fabricante

RO | Cod GMDN Cod EMDN | Producitor {nume i adresi) SEN producitor )

SK | Kod GMDN Kod EMDN Vyrobea (Nazov a adresa) | _Jediné registratng &islo (SRN) v¥robeu

8V | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN

TR | GMDN Kodu EMDN Kodu Uretici {lsim ve Adres) Uretici SRN’si




Atthorized Representative (Name and Address)

Authorized Representative SRN

| Produced by (Site of Masuizcture)
(Name and Address)

BG | VoRHoMOmEH MPeACTRBHTEN (HME H aapec) EPH #a yonRuoMonienns Mpeacasyien Nporsesenc oF (MACTO Ha NMPOWIBOACTRO ) (HME H
_ | aapec)
Cs Zpinomocniny ristupee (pircy & adressy Jediné yepistraéni Efslo zplnomooniného zastupee Vyrobeno {misto vyroby) (ndzev a adresa)
DA | Autoriseret repreesentant (navn og adrosse) Autorisenst representanis SRN Produceret af (fabrikationssted)
| (Navn og adresse) B
DE | Bevollmichtigter {(IName und Adressc) SRN des Bevollmichtigten | Herpestellt von (Herstelhingsstandort)
(Mame wnd Adresse) .
EL | Efovewdompbro; Avinpicsnaog (Ovopo xm SRN EZovmobompivor Avumpocibron Kamoksodfsrm axb (Eprooadmo aapoyoyic)
AenBuvond (Ovopaoia xar Awiéuvory)
ES Representante autorizado (norbre y direccion) SRN (mimero da registro inico) del representante Producido por (Luger de fabricacion) (Nombre y
autorizado direccion) o .
ET | Volitamd esindeja {nirni j¢ asdregs’ 1 Volitatud esindaja unikaalne registeermisnamber | Tootnud (tootmiskoht) (nimi ja aadress) |
R Mandataire (nom ef adresze) Numéro denregisivement unique du mrandataire Produit par (sitc de fabrication) :
| (oom et adresse) '
HR | Ovia¥teni zastupnik (naziv i adresa) SRN (jedinsiveni repisiravijski broj) oviadtenog Proizvodi (Mjesto proizvodnje} 5
2 i (Naziv i adresa) o l
HU | Meghatalmazott képviseld (név és cim) Meghatalmezott képviseld egyedi regisztricits Gyind (gysrtds helye)
széma (SRN} | (név és cim) o
IT Mandatario {nome e inditizzo) SEN (munere di registmzione wnico) del Prodotto da (silo di fabbricazione) [
mandatano (nome e indirizzo)
LV | Pilnvarotais parstfivis (nosaukums un adrese) Pilnvaroia parstivia vienotais repistricijes numurs | RaZots (rafodanss vieta) |
{VRN} | {nosaukums un adrese) |
LT f lgaliotasis atstovas (pavadinimas ir adresas) Jgaliotojo atstove unikalusis registracijos numeris Pagaminta (gamybos vieta) {pavadinimas ir |
| adresas) |
NO | Autoriser representamt (navn og adresse) Deni autoriserie representantens SEN Produsert av (produksjonssted)
| {navn og adresse)
PL | Upowatniony przedstawiciel (nazwa i adres) Migpowisrzalny numer rejestracyjiy | Wyprodukowano perez (micjsce produkcii)
_upowaznionggo prredsiawicisla (nazwa i adres) =]
Pr Mandatirio (Nome e Morada) Niimero unico de registo do mandatirio Produzido per (Local do fabrico) i
| (Nome e Morada) _ B ]
| RO | Reprezeriant astorizat (nume 3i sdresd) SRN reprezentant autorizat Produs de citve (locafic productic) {nume gi adresa)
SK | Autorizovany zéstupca (ndzov a adresa) Jediné registrafné &islo (SRN) astorizovaného Vyrobeué (miesto vyroby)
zéstpou (n&zov a adresa) . - =}
SV | Aukionmserad representant (namn och adeess) | Auldoriscrad e SEN | Tillverkas av (tillverkningsort) (namn och adress) |
TR | Yetkili Temsilei (Isim ve Adres) Yetkili Terusilei SRN st | Uretici (Uretim Tesisi)

| (Isim ve Adres)

|




EN | Conformity Assexsmient Procedure Annex 11 and I11 | Full Name

BG 34 OREHEA Ba CLOTRETCTRHETO [punoxenwne 11 u 111 TIwmo raA) AHAE

CS Postup posuzovani shody Priloha 11 a 111 Celyndzev

DA | Overenssternelsesvardeningsprocedure Bilag 11 og 11 Fulde navn D ]
DE | Konformitlishewerungsverfahren Anhang H und Il Vollstindiger Name

EL AwrSixooix . o, Hupaprnpe H wer [T [Dpns ovopueie |

| ES Procedimiento de cvaluacién de la conformidad Anexos Il y Hi ) Nombre completo ) B
ET Vastavushindamismenetius 11 ja 111 lisa Taisnimi
FR | Procédure &'évaluation de [a conformité Annexes I et 111 Nom complet
HR | Postupak ocjenjivania sukladnosti Prilog il Puni naziv
HU | Mepfelelteépérickelési eljdrie IL. és 111. melléklet — Teljes név ) |
IT Procedurs di valutazione defla conformiti Allegati Il ¢ 111 . Nome eompleto
LV | Aibilsiibas novéri&danas procediira Il un UJ pielikums Pilns nosaukums
LT Alitikties vertinimo procedira ILir I1] priedai Vardas ir pavardé o
NO | Framgangswbte for samsvarsvurdering Vedlegg 11 o 111 Fullt pavn )]
PL Procedura oceny 2godnodei Zalgcznik 11 oraz I Imig i nazwisko _'

PT | Procedimento de avaliagio da conformidade Anexo I e 111 | Nomecomplets ]
RO | Procedurd de evaluare a conformitifii Anexa Il si 1 | Numele complet

SK Postup posudzovania zhody Priloha I a 11l Celv nizov )

8§V | Forfarande far beddnming av Sverenssiimmelse |_Bilaga I och ITT Fullstindigt nama

TR | Uypunluk Deferlendirme Prosedirti Ek Il ve IlI Adi Sovad:

[ EN_ | Function Signed for, and on behalf of __| Date lswed e s
BG JUmssocT Hojnxcano 3a H 6T HMETO Ha | Jlara s magasane |
C8 Funkce Podepsino za a jménem Daturn vydani
DA Funktion Underskrevet for og pl vegne af Udstedelsesdato < 1
DE | Fuokiion Unterzeichnet fiir und im Aufirag von Datum N ]
EL Aztrovpyic Yroypagetuy Ju KoL K PEPOLS TOW/TTC Hyspopnviu éxboons
ES Funcién Firmada por, v en nombre de Fecha )

ET Furkisioon Alla kirjutanud (kelle poolt ja nimel) | Viljaandmise kuupiev

FR | Fonciion Signé par et au nom de Datc d'établissenent i

HR Funkcija Potpisano za i u ite Datum izdavanja

HU Beosztis Aldird a kdvetkezB képviseletdhen éaneviben | Kiadas dal .

iT Funzione Firmato a nome ¢ per conlo di Drata dij rilascio o o

LV Amats Parakstits $idas personas virda Izdo§ datums B

LT Pareigos Subjekto, kurio vardu pasirafoma, pavadinimas lidavimo data T
NO Funksjon Signert for, og pa vegne av Utstedelsesd

PL Funkcja | Podpisano w imieniu Data wydania - )
PT Fungiio Assinado & em nome de Data de emissio

RO Functia Semnat pentru si in numele | Data eliberdirii

SK Funkcia Podpisané za a v mene Datum vydania _—
sV Funktion Undertecknat for och p4 uppdrag av Datum fGr wifirdande

™= Gorevi Namuna ve temsilen imza Ditzenlenme Tarihi




EN | Supersedes | Signature Date of Approval
BG JamecTea THoanwue Jata na ogobpenne
C8 Mahrazuje Podpis - Daturn schvileni
DA | Erstaler Underskrift Godkendelsesdato
DE | Emeizt Unterschrifi Datum der Genchmigung -
EL Avouadso Y noypugni Huspounvin énepon
ES Sustituye | Firma Fecha de aprobacion
| ET Asendab Allkir Heakskiilmise kuupiev
R Annule ¢ remplace Signature Date de |"autorisation
| HR | Zamijenjuje Petpis o Datum odobrenja
HU | Hatdlvtalonitia o kovetkes dofmoentumot: | Aldirds - | Jovihagvas dduma
IT Sostituisce __| Firma | Data di approvazions .
LV | Aizsidj Paraksts | Apstiprinaianas datums
LT | Pakeifia Paraias Patvirtinimo data
NO | Erstafter Signatur B Godkjenningsdato
PL Zasigpue Podpis e Data zatwierdzenia
PT Substitui Assinatura Data de aprovagiio
RO Inlocuitor Sermnniturk Data aprobiin
SK | Nahrddza Podpis | Dvtum schvalenia o |
SV | Ersatier Namateckning Datum for godkinnande |
TR __| Yerini aldijti belge imza Onay Tarihi |
| EN | Place Issued o Effective (DDate or Lot Namber)
BG MAuCTO HA Wy iaBAHE B cuiia 07/33 (aTa WAR HOMCP M3 nap THIA)
s Misto vydan{ Lidinné od (datum nebo gisko sarze)
DA | Udstedelsessted Ikrafitreedelse (dato elfer kotn r)
DE Ot Giiiltig ab (Datum uder Chargenbezeichnung)
EL Témog ikdoong s oy aad (Hpspopnvin 1 ap. muptide:)
 ES | Expedidaen Efectiva (fecha o nimero de lote) |
ET Viljaandmise koht Jdustumine {kuupaev véi partiinumber) - _‘
FR. Lieu d'¢tablissement Entrée en vigueur (date ou numéro de lut) .
HR | Mijesto izdavanja Stupa na snagu (datum ili broj serije) A __'_j
HU | Kiadis helye Hatalybalépés (datum vagy tételszim})
IT Luogo di rilascio Valido da {data o numero di Jotin)
LY Izdodanas vieta Speka no (datums vai partijas o)
iT Isdavimo vieta Isigalioja (data arba partijos numeris)
NQ | Ulstedelsessted Gijelder fra (dato eller lotnumimer)
PL Miejsce wydania Obowigzuje od (data lub numer pactii)
PT Local de emissio Efetividade (Data ow nimero de Jote)
RO | Locul eliberfrii Valabilitate {data s oumiin lotului)
| SK | Miesio vydania | Utinnost’ od (ditum alebo Sisto darze)
sV Piats for utfirdande Verbkstilligt (datum eller lotnu }
TR | Dazenlendifi Yer Yortrlk (Tarih veya Lot Numarasy)




EN

We, ¢he undersigned, hereby declare that the in vitro dingnostic medical device(s) described above conforsa with the applicuble provisions of the
Regulation (E1J) 2017/746 of the European Patlisment and of the CouncHl of 5 April 2017 on In Vitro Diagnostic Medical Devices; and additionally
conforms applicable provicions of Directive 2811/65/EU of the Enropean Parfiament amd of the Council of 8 Jane 2011 on the restriction of the use of
cerisin hazardous substances in cleciricol and electronic equipment, and to applicable provistons of Directive 2006/42/EC of the Enropesn Fariiament
apd of the Coamell of 17 May 2006 on madhinery, and amending Directive S8/16/EC an transpesed into the Isws of the member sinies.

This declaration is made in accordance with Annex IV of the IVD) Regulation, Annes VI of the ROBS Directive, and Annex I of the Mackinery
Directive and is i d under the sole responsibility of the manufacturer.

Hue, DoayTiOMEACANKETE, ¢ HACTORTIGTO JEKIAPAPIMG, HE TOPECITHCAHOTO(HTS ) MEIUEHECKO(H) #3enucia) 12 BEBHTPO AMATHOCTHEA OTTOPAPA(T) Ha
APUIORHMETS paanopentu Ha Peraamznr (EC) 2017/746 na Epponeiicina napaasent 1 Ha Crse ot 5 anpun 2017 r. oTHOCHO MEIHIRKCEMTE RY/I/HS 70
HHBHTPO ZHATHOCYRXS, CCREK TOBL OTIOBAPA(T) IEA MPUIOEBMNHTE pustopenbu Ha Rupertusa 201 1/65/EC ua EsponcHicknd RapaaMenT 4 Ha Cpeata o § 104R
2011 r. OTHOCHO OTPANANCHNETO Ha YiloTpeDara H ONPEJCAERR ONACHN BEGECTEA U eneKIPHYECROTO H CICKTROHHOTO OGODYIEENE H Ha TIDELIONAMMNTE
pasiiopentn ia apcktuea 2006/42/EQ ua Enponelickiia naprament # ia Cuaeta or 17 mali 2006 1. 0THOCHO MAIGHHHTE, W 38 maMcHeHNE Ha Jupexnra |
£5/16/EQ, XaxTo & TpaNcnoHHpaHa B HAMOHATAOTO SAKOHOIATENCTAG HA ThPiKARMTS WISHER, f
Taou fexnapatn co NpasH b cxOTRCTCTRME © Dipunowenue IV e Pernaserrta za IVD, punoxenue VI na J{HPeKTHAATA 38 OFDSHHTABAHS HA ONSCHATE [
semectsa (ROHS) n lpuioaenne 11 na /lupextapara 0THOCHO MAMMAKTE @ 34 HellHOTO H1aBaNE OTIOROPHOCT HOUM &INHCTRCRS NpOK IBOAHTENAT.

Ccs

My, niZe podepsani, timto prohlafujeme, Ze disgnosticky(-¢) zdrvotnicky(-¢) prostiedek (prostiedky) in vitro uvedeny{(-¢} vyic je (sou) ve shod? s pHslusnymi 1,
ustaniovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 3. dubna 2017 o disgnostickych zdravomickych prostiedcich in vitro: a 2¢ je (jsou)

dile ve shodE s prisiuinymi usianovenimi si¥mice Evropského parlamentn a Rady 2011/657EU ze doe 8. Servna 2011 o omezeni poutivani nekserch [
nebezpetnych litek v eleldrickych a elektronickych zakizenich a s plisludngmi ustanovenimi sm2mice Evropského parfamenty & Rady 2006/42/ES z¢ dne 17. |
kvétna 2006 o strojnich zat{zenich a o zn¥nd smdmice 95/16/E3, jsk byla provedena ve vnitrostatnim pravu denskych stith. Tolo prohliSeni je v souladu [
Pfilohou IV naiizent IVD, Prilohou VT smémice ROHS a Piilohou Il smérnice o strojnich zafizenich a je vydino na vyhradni odpovédnost vyrobes. |

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der ¢r beskrevet ovenfor, er i overensstermmelse med de geetdende

bestemmekser i Europa-Parlamenteis og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geeldende bestemmelser i Europa-Parfamentets og Ridets direktiv 2011/65/EU af §. juni 2011 om begronsning af brugen af visse farige sloffer i elekivisk og |
elefaronisk udstyr santt overholder gzeldende bestemmelser § Europa-Parlamentcts og Ridets dircktiv 2006/42/EF af 17. maj 2006 om maskiner og mndring af i
dircktiv 93/16/EF, som def er ransponerel i medlemssiaternes lovgivning.

Denne erklering afgives i overenssiemmelse med IVD-forordningens bilag I'V, ROHS-direktivets bitag V1 samt maskindirektivets bilag I og udsiedes under
fabrikantens var

DE

Wi, die Unterzeichner, erkldren hiermit, dass dag oben beschrichene In-vitro-Disgnostikum/die oben beschriebenen In-vitro-Diagnustika die entsprechenden
Bestinmungen der Verordnung (EU) 20177746 des Europsischen Parlaments imd des Rates vom 5. April Z017 @ber In-vitro-Diagnostika erfttlzn und zusitzlich |
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europlischen Parlaments wnd des Rates vom 8. Jutii 2011 zur Bescheinkung der Veswendung |
bestimmter gefihrlicher Stoffe in Elekiro- und Elekironikperdten sowie der Richtlinie 2006/42/EG des Europlischen Parlaments und des Raies vom 17. Mai 2006 |
Uber Maschinen und zur Anderung der Richilinie 95/16/EG gemal Umsetzung in den Gesctzen der Mitgliedssiaaten,

Diese Erkifirang erfolgt gemil Anhang IV der [VD-Verordnung. Anhang VI der RoHS-Richtlinie und Anhang 11 der Maschinen-Richtlinie und wird omer
alleiniger Verantwortung des Herstellers ausgestelit.

EL

|
Eyelc, 03 vroyplypoveig, Snlivoops ps to napov ou t Apooveipepd pevi Suryvirmi 1nTpotexvokovied Kioitvin Cupiapidvovion pE G, wybobog Suutate; |
w00 Kavoviapos (EE) 2017/746 o0 Evpenatixot Konnfovkiov tow tov Zupfoviion mg 5™ Anpihiov 2017 ogeowd pe ta in vitro Soywootxd wepotspvoloynd |
wpoibvee ks exiong soppopphvevem s tg wibovosg Buuifeg g Obnying 2011/65/EE wu Evpasaticot KowoPovhiov xu v Zupfovkion me 8% fovview |
2011 oygFukd je Tong REPIOPIHCVS o7 XPToT) SUYKEKpIEvay exmiviuvay ouakby giov nhextpicd xur hsxTpovikd condio)ss, xabis ki ps T 1eEHvoEG [
Suwviben; mg Obnyiag, 2006/42EX wov Evparatkod Kowofoukion ko1 e TepPovkiov mg 17 Matou 2006 oxetied e tov prgavied stonhuoud km my
Tporonovyrch Odnyia 95/16/EK dmeag avti) wevapéptixe om vopoBeoia v pwniy pekiv, H Sieon avr vivew aopgeva ue wo Tapbprm IV oo i
Kavorvtopod IVD, 1o Mupdpenpe Vimg Ofnylas ROHS xut to Tapdpmpr 1 g Ofinyiag o vov prignnd cbomaopd xor exBifeta pe axorhewotc codowm

TOV KOULGKEVEOTT].

ES

Nosotros, los abajo firmantes, por la presenie declaramos que éi(lds)ﬁoducto(s) senilario(s) para diagndstico in vifro descrito(s) anteriommente cumple(n) lss

| disposicionss aplicables del seglamento (UE) 2017 746 dei Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagndstico
| in vitro, ¥ sdemds cumple(n) Jas disposiciones aplicables de ka Dircctiva 2011 65/EU del Partamente Furopeo y del Consejo del 8 de junio de 2011 sobre

restricciones 4 Ja wtilizacidn de determinadas sustancias peligrosas en aparatos eléotricos ¥ electrbnicos, y las disposicioncs aplicables de la Directiva 20064%EC |
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmiends 93/16/EC tal y como se ha incorporado en las leyes |
de los Estados Miembros. |
Esta declaracion s¢ realiza en conformidad con &l Anexo IV del Reglamento IVID, Anexo VI de la Directiva ROHS y Anexo Il de Ia Directiva de mdquinas y &s ‘
emitida bajo 1a exchssiva responsabilidad del fabricante. |

ET

Meie, allakigjutanud, kinnitame, 1 eespool kijeldatud in vitro diagnostikameditsiiniscadmed vastavad Euroopa Parlemendi ja ndfukogy 5. aprilli 2037, aasta
mideuse (EL) 2017/746 (in wiro diagnostikamediisiinissadmete kohta) kohaldatavatele edtelele ning tisaks vastab see kohaldstevatele sitelele Euroopa
Parlamendi ja ndukogu 8. juuni 201 1. ansta dircktiivis 201 1/65/E1L. {teatavaie obtlike ainete kasttamise piiramise kohta elelari- ja elektroonikaseadmetas) ja |
Eurcopa Paslamend ja ndukogo direktiivis 2006/42/E0, 17. mai 2006, mis kiisitleb masinaid ja millega muudetakse direktiivi 95/16/E0, nagu see on bie véetud |
litkmesriikide seadustesse.

Nous sotssigné{e}s, déclarons par la présents que le(s) dispositifis) médical(aux) e diagnostic in vitro mdiqué{s} ci-dessus est/sont conforme(s) awx dispositions
applicables du Réglement (UE) 2017/748 du Patlement curopéen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, sux
dispositions applicables de Ia Directive 2011/65/UE du Parlement européon et du Conseil du 8 juin 2011 relative 4 la Emitation de Putilisation de certaines
subatances danpereuses dans les équipements électriques el Electromigues, aux dispositions applicables de Ja Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative sux machines et modifiant 1a Directive 95/16/CE, telles que transposées dans le droil national des Etats mnembros. Cetle
déclaration ¢st établie conformément 4 I' Annexe [V du Réglement DIV, 3 1’Annexe VI de 1a Directive ROHS ainsi qu'a I" Annexe 11 de 1a Directive Machines
sots 1a seule responsabilité du fabricamy,

|
See deklaraisioon on koostatud vastavalt IVD méimuse IV lisale. ROHS direktiivi V1 lisale ja masinadirektiivi 11 lisale ning sce on villja antud tootja vastiusel, J
|
|

|

|
Mi, niZe potpisani, ovim putem izjavijujemo da su gore navedeni in vitro dll&.gns:tu.h medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU} i
20177146 Europskog parlamenta i Vijeda od 5. travnja 2017. o in vitre difagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Dircktive
2011/65/EU Evsopskog parlamenta i Vijeés od 8, lipnja 2011. o ogreniZenju upotabe odredenih opasnih tvari u elektriéno; i etekironiko) opremsi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog pariamenta i Vijoca od 17. svibmja 2006. o strojevima zamicnjujuci Direldiva 95/ 16/EZ kako je pretobeno u zakone
drZava tlanica.
Qva je izjava sastavljena u skladu 5 Prilogom IV. Uredbe IVD, Prilogom V1. Direlctive ROHS i Prilogom 11, Direktive o strojevitna i izdaje se pod iskljusivom

odgovomodéu proizvodaéa.

Alulfrottak szennel kijelentjdk, hogy a fent lefrt in vitro orvostechnikai eszkdz{0k) megfelel(nck) az Eurdpai Parlament & & Tandcs in vitro diagnosztikai |
orvosiechnikai esrkdzdkesl sz016 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozd rendelkezéseit: tovibba az Europai Pariament és 2 Tanécs egyes veszélyes
anyagok elekivomos és elcktronikus berendezésekben valé alkalmazdsanek korlatozdsarél sz616 2011/65/EU (2011, jimius 8.) irdnyelve (RoHS irdnyeiv) I
vonatkozd rendelkezéseit, valamird az Europai Parlament €s a Tanaes a pépekrd] 65 2 93/16/EK irdnyelv médosithsdrél sz616 2006/42/EK (2005, méjus 17.)
irfnyelve vonatkozd rendelkezéseit a tagillamok jogrendjébe &tletd rendetkezéseknek, A jelen nyitatkozat megfelel az IVD rendetet IV, melléklatében, 2 RoHS

|_iranyelv V1. mellékietéhen és a gépekrdl 2016 irinyelv 11 mellékletében foglalt eldinisoknak. & a gyirto kizarolagos felelossége alapjin keril kinddsra,




|

We, the undersigned, hereby dechwre that the in vitro dlegnostic medical device(s) described above conform with the appEcable provisions of the
Regulation (EU) 2017/746 of the Enropean Parliament and of the Council of & April 2017 on In Vitro Dagnestic Mcdical Devices; and

conforms spplicabde provisions of Directive 2011/65FU of the Europeam Parliament amd of the Comell of 3 Jume 2011 on the vestriction oF the mze of
certain hazardons substances in decirical and dectronic equipment, and to spplitable provisions of Directive 2006/42/EC of the Encopesn Parliament
and of the Conwcil of 17 May 2006 on machinery, and smending Directive 9516/EC a0 transposed juto the Inwa of the meuber stwtes.

This declaration is made i accordance with Annex IV of the IVD Regulntion, Amnex VI of the ROHS Directive, aed Annex IE of the Machinery

Directive and is issued under the sole responsibifity of the manufacturer.

Moi, i sotftoscritti, con la presente dichiariamo che il(i} dispositive(i) medico-diagnosiico(i) m wirro sopra descrittofi} 2(sono) conforme(i) alle disposizioni
applicabifi del regolamento (UE) 2017/746 del Parlamrento euvopeo ¢ del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici i vifro, &(sono) ‘
inolire canformei) alle disposizioni applicabili della dirediva 201 1/65/UE del Pariamento europeo ¢ det Consiglio deli'8 giugno 2011 sulla restrizione dell’uso di |
determinate sostanze pericolose nelle spparecchisture eletiriche ed eletironiche, ¢ alle disposizioni applicabili dells dircttiva 2006/42/CE del Parlamenio europeo |
¢ del Consigho del 17 maggio 2006 relativa alle macchine € che modifica Ja direftiva 95/16/CE come rocepite nelle legistazioni degli Stati membri. Questa
dichiarazione & redatia in conformita all'allegato IV del regolamento IVD, all'allegate Vi della direttiva ROHS ¢ alPailegato 11 delia direttiva macchine ed &
tilasciata gotta Iz responsabilith ssclusiva del fabbricaste. oam—

LY

Miz, apakii parakstijusies, ar fo pazipojam, ka ieprieks eprakstiti(-s) ix vitro disgrostikas mediciniska(-s) ierice(-es} atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 3. apuilis) piem¥rojamajam prasibam par in vitre diagnostikas mediciniskAm jericém ua papildus prasfblim, kas noteildas
Eiropss Parlamenta un Padomes Direlaivi 2011/65/ES (2011. gada B. jinijs) par dafu bistamu vielu izmamodenas ierohelodanu elekiviskiis un ¢lektroniskis
iekartis un Eiropas Parlamenta urs Padomes Direktiva 2006'43EX (2006, gada 17. maijs) par madinim, un ar kuru groza Direkiive 95/16/EK, ki 1 ievieata
dalibvalsta tiesTbu aktos.

81 deklardicija ir sagatavota saskan ar IVD regulas IV pielikumn, ROHS dirsktivas VI pielikumu un Direktivas par medindm II picliamu un par izdodanu atbild
vienTgl raiotijs.

LT

| birzelio § d. Europos Parlamento ir Tarybos dircktyvos 2011/65/ES del tam tikng pavojingy med2iagy nandojimo elekiros ir elektroningjc jrangoje apribajimo

| atsakomybe.

Mes, tolian pasiradiusieji (-insiosios), pareiskiame, kad ankséian minéta (-0s) in vitro disgnostikos medicines priemons (-4) atitinka 2017 m. baland¥ic 5 d, '
Europos Parlamenito ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pal ji (jos) atitinka 2011 m.
taikomas nuostatas ir 2006 m. geguiés 17 d. Europos Parlamento ir Tarybos direltyvos 2006/42/EB dél madiny, ¥ dalies keidiangios Dirckiyvn 95/16/EB,

tatkomes nuostatas, perkeltas j valstybiy nariy teists akins,
8i deklaracija yra parengta vadovanjantis IVD raglamento TV priedn, ROHS direktyvos V1 priedus ir Maginy direktyvos [f priedy ir yra iSduodama tik gamintojo

NO

Vi, underiegnede, erkmrer herved at utstyret til in vitro-diagnostikk somn er anfort ovenfor, er § sumavar med gjeldends bestemmelsor | Europaparlaments- og
radsforordaing (EU)Y 2017/746 av 5. april 2017 om medisinsk wistyr til /n vitro-diagnostikk, og yiterligere overholder gjeldende besterameliser 1
Ewrcpaparfamenis- og ridsdircktiv 2011/63/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elekarisk o elekironisk utstyr, og til gieldende |
bestemmelser | Europaparlaments- og ridsdirektiv 2006/42/EF av |7, mai 2006 om meskiner, og endring av direktiv 93/16/EF som innarbeidet § medlemastatenes |
lovgivning,

Denne ekleringen or uiarbeidet i overenssiemmelse med vedlegg 1V i IVD-forordningen, vedlegg V1 i ROHS-dircktivet og vedlegg 1l § maskindirektivet og er
uistedt under produsentens eneansvar.

PrL

My, nizej podpisam, ninigjarym oéwisdezamy, P wmnmny(-e} powyzej wyrSb{wyroby) medyezny(-c} do diagnostyki in vitro speinia-j3) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobdw medycznych do diagnostyki in vitro, '
& pottadto wymagmia Dyreitywy 201 1/65/UE Parlninientu Europejskiege i Rady z dnia 8 czerwea 2011 r. w sprawie ograniczenia stosowania nickidrych '
niebszpiecznych substancii w sprzgcic elekirycanym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnis 17 maja 2006 1. w
sprawie maszyn, zmieniajgcei Dyrcktywe 95/16/WE, w sposdh, w jaki zostaly one wdrozons do ustawodawstwa pafistw czlonkowskich,

Niniejsza deklaracja zostals sporzadzona zgodnie z Zalacznikiem 1V Rozporzadzenia IVDR, Zalycznikiem VI Dyrelaywy ROHS oraz Zalscznikiem I
Dhyrektywy Maszyaowe] i wydana na wylgezng odpowiedzialnodé producenta.

Nos, ahaixo assinados, declaramos que os dispositivos médicos para diagadstico in vitro descritos acima estho em conformidade com as disposigdes aplicdveis do
Regulamento {UE) 2017/746 do Pardamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositives médicos para diagndstico Jn virre; ¢
adicionaimente, em conformidade com as disposicdes apliciveis da Diretiva 201 1/65/UE do Parlamento Europen ¢ do Conselho, de § de junho de 2011, relativa &
restrigio do uzo de determinadas substincias perigosas eny equipamentos elétricos e eletrbnicos, & com as disposigdes apliciveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Consclho, de 17 de maio de 2006, sobre maquinas ¢ que aliere 2 Dirctiva 95/16/CE, conforme transpasta nas leis dos Estados membros, |
Esta declaragdo € [eita d¢ acordo com o Anexo [V do Regulamento IV, o Anexo VI da Diretiva ROHS ¢ o Anexo Il da Direiiva relativa 38 Miquinas e é emitida |

sob a exclusiva responsabilidade do fabricante.

RO

Subsemnalii, declarkm ¢ dispozitivul (dispozitivele) medical{e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiite aplicabile din
Regulamensul (UE) 2017/745 al Parlamentului Evropean gi al Consiliubui din 5 apeilie 2017 privind Dispozitivele medicale pentes disgnosticul in vitro; g, in
plus, respectd dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European i a Consiliului din § iunie 2011 privind restrictia utilizidi anumitor
sobstang= periculoase in echipamentele elecirice 5i electronice gi cu dispozitiile aplicabile din Directiva 2006/42/CE a Paslamentului European i a Consiliului din
17 mai 2006 privind wiilajele §i modificarea Directivei 95/16/CE, transpusi in logile statelor membre.

Prezenta declaratie este emis# in conformitate co anexa [V fa Regulamentut [V, anexa VT la Directiva ROHS gi anexa 11 la Directiva utilajelor gi este emish sub
responsabilitatea exclusiva a producitorului.

SK

My, dofupodpisani, tymto vyhlasujeme, 3¢ diagnosticks(-£) zdravotnicka(-¢) pomdcka(-y) in vitro uvedens(-¢) vylis je (i) v zhode 8 prislusnymi ustanoveniami
Nariadenia Eurdpekého parfamentv 2 Rady (EU) 2007/746 z 5, aprila 2017 cdmgnosuclqch adravotnickych pomdckach in vitro; a 2e je (si) d'alej v zhode

s prishdinymi ustmsoveniami Smernice Enrdpského parfamentu a Rady 2011/65/EU z 8. jine 2011 o obmedzeni pouivania urditych nebezpetnych litok

v elekirickych a elektronickych zacindeniach a s prishidnymi ustanoveniami Smemice Eurdpského parlamenty & Rady 2006/42/ES zo 17. mija 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zdkonov Clenskych Ftdtov, Tuto vyhlésenie je v silads s Prilohou 1V

k Nariadeniu VD), Prilohou VI k Smemici ROHS a Prilohou I k Smemici o strojovych zariadeniach & vydiva sa na vwWhradni zodpovednost’ vyrobeu, |

sV

Vi, undertecknade, forvikrar hirmed att den eller de medicintekniska produkter for i vitro-diagnomiik som beskrivs ovan dverensstimmer med de il &npliga |
hestimmelserna i Europaparlansentets och ridets forordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for i vitro-diagnostik samt Iven
Sverensstamimer med de tillimpiiga bestimmelserna i Europaparlamentets och ridets direktiv 2011/63/ET av den 8 juni 2011 om begrinsning av anvindning av
vissa farlipa dmnen i elekirisk och elekironisk vtrustning sami med de tilimpliga bestAnemelserna i Europaparlamentets och ridets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om fndring av direktiv 95/16/EG {omarbetning) som infériivats i medlemssiatemnas lapstiftning

Denna f5rsikran £6rs i enliphet med bilaga [V 1] IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga 11 till maskindirektivet och utfirdas under

T T L |
Biz, a\ugld.n imzalan bulunan, yukarrda belitilen in vitro disgnestik tbbi cihazlarin, 2017/746 sayih Avrupa Parlameniosu (AB) Yonetmeligi ile 5 Nisan 2017
1acibi tn Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hikdmlerine uygun oldugumnu ve aynca elekirikli ve elektronik cibazlanda belirli tehlikeli mnddelerin
lollanimmnmn siirdandinlmasing iligkin 8 Hazirn 201] tarihli Konzeyin ve 2011/65/EU sayilt Avrupa Parlameniosu Direltifinin ilgili hoksnterine, makinelere
itigkin 17 Mayis 2006 tarihli Konseyin ve 2006/42/EC sayili Avrupa Parlamentosu Direktifinin ilgili hiktimlerine vo Oye deviet yasalarna aktanlan 95/16/EC
saysh ek Direkiife uygun oldugunu beyan ederiz.

Bu beyan [VD> Yonetmeligi Ek IV, ROHS Direkiifi Ek VI ve Makineler Direktift Ek If uyarinca yapiliugr ve Oreticinin mfinhasir sorumiulugu alinda
yavinlanmsgiir.




End of form



aAbbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
08K28 LC IRIS V4

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
8K28-27 47351 ARCHITECT BNP Reagent Kit Self-declared
8K28-35
8K28-02 47353 ARCHITECT BNP Calibrators Self-declared
8K28-11 47354 ARCHITECT BNP Controls Self-declared

Authorized European
Representative
(Name and Address)

Abbott GmbH & Co. KG
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Fujirebio Diagnostics, Incorporated
201 Great Valley Parkway
Malvern, PA 19355, USA

Fujirebio Diagnostics, Inc.
Seguin, TX 78155, USA

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: ﬂu Tk 4 .:/6 o i
Full Name: Pl A{ZZ/_{Z&/ [ 4// / ///5;;/,’ Full Name:
Position: Quality Manager Position:

Date of Approval:

STy /2005

Date Issued:

S [AB/I01S

Place Issued:

Supersedes: August 9, 2012

Effective (Date or

p
Sig“a“““-‘w'\nﬁz\

uceny Mucossian

Regulatory Affairs Manager

Date of Approval: | I L\ —ZQ \‘c: WD uﬁ\u

& wsh

S/AR /D01

Lot Number): —




a ABBOTT

Declaration of Conformity

Certificate Identification: K77
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7K77-20 54322 ARCHITECT Progesterone Reagent Kit Self-declared
7K77-25
TK77-35
TK77-01 54325 ARCHITECT Progesterone Calibrators Self-declared
TK77-10 54326 ARCHITECT Progesterone Controls Self-declared
TK77-50 58208 ARCHITECT Progesterone Manual Diluent Self-declared
Authorized European N/A
Representative {(name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
documentation (name and address) | [ gngford, Ireland.
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 ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: /(l )‘dﬁ mgw Signature: ;{p Yt C,_L\\l“-ﬂu-:-\,

Full INames Siobhan Wright Fall.Name: Lorraine Whitney
Position: Director Quality Assurance/  Position: Senior Manager Regulatory Affairs
Site Quality Head
Date of M - APL-19 Date of (4 AR 204
Approval: Approval:
Date WM -BPR-G Place Issued Abboit Ireland Diagnostics Division,
Issued: Lisnamuck, Longford, Co. Longford, Ireland.

Effective (Lot :
Supersedes 05-May-2016 number or date) M- ApR-1G




aAbbott

Certificate Identification:

Declaration of Conformity
7K76

Legal Manufacturer’s Name:

Abbott Ireland Diagnostics Division

Legal Manufacturer’s Address: Lisnamuck, Longford
Co. Longford
Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7K76-20 54335 ARCHITECT Prolactin Reagent Kit Self-declared
TK76-25
TK76-30
TK76-35
TK76-01 54337 ARCHITECT Prolactin Calibrators Self-declared
TK76-10 54338 ARCHITECT Prolactin Controls Self-declared

Authorized European Representative
(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

Department: Regulatory Affairs

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland.

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 ITI of the IVD Directive and is issued under the sole responsibility of

the manufacturer.

Signature: m 9 o’ Signature:

U
Full Name:  Sjobhan Wright Ful[ INeinie:
Position: Di‘rector (?uality Assurance/ Position:

Site Quality Head

Date of

~ANL - | .
Approval: M - PR Ci Date of Approval:
Date Issued: N- BYL- LG Place Issued:
Supersedes: 25-May-2017 Effective (Date or

Lot Number):

~

Lorraine Whitney
Senior Manager Regulatory Affairs/

t% e 2009

Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford,
Ireland

24-Ape- 19
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IVDD Declaration of Conformity Attribute Update Letter

Number: 1
List Number and Size Code Name and Description of Devices GMDN Code
3P36-20 ARCHITECT AFP Reagent Kit 58348
3P36-25 ARCHITECT AFP Reagent Kit 58348
3P36-30 ARCHITECT AFP Reagent Kit 58348
3P36-35 ARCHITECT AFP Reagent Kit 58348
3P36-01 ARCHITECT AFP Calibrators 54062
3P36-10 ARCHITECT AFP Controls 54063
Legal Manufacturer Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
(Name and Address)
Authorized European Representative | Not Applicable
(Name and Address)
Storage Site of Technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
Documentation Department: Regulatory Affairs
(Name and Address)

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic

Directive 98/79/EC.

IVD Directive 98/79/EC Declaration
of Conformity Identification

DoC-3P36-AIDD Sligo

Description of updated attributes
from IVD Directive 98/79/EC
Declaration of Conformity

An IVDR Declaration of Conformity (DOC) has been issued for ARCHITECT AFP
List Number 3P36, incorporating Reagent Kits size codes 3P36-27, 3P36-32, and
3P36-37 (commodity number 814126R01 or higher). These size codes are
associated with the introduction of IVDR and REACH labelling changes for reagent
lots 75030FZ00, 75036FZ00 and 75036FZ01, or higher. These Reagent kit size
codes (3P36-27, 3P36-32, and 3P36-37) are not in scope of this [IVDD DOC.

The TVDD DOC remains applicable for ARCHITECT AFP Reagent kit size codes
3P36-20, 3P36-25, 3P36-30, and 3P36-35 pending the manufacture of product lots
with IFU commodity number G62601R09, or higher. The IVDD DOC also remains
applicable for ARCHITECT AFP Calibrators and Controls pending the manufacture
of product lots with IFU commodity numbers G45528R04 (Calibrators) and
G45558R04 (Controls), or higher.

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC
and meets the applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council
of 25 January 2022 and is considered a non-significant change per MDCG 2022-6 (Guidance on significant changes
regarding the transitional provision under Article 110(3) of the IVDR).
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Full Name:

Function:

Signature:

Date of Approval:

Date Issued:

Noel Haren

Full Name: Joe Murray

Associate Director Regulatory Affairs

Function: Director Quality Assurance

VIV <A -

1o M 2025

Date of Approval: OF Yo ZoZ8

iD I\f\g-— lozs

Place Issued Sligo, Ireland

All lots manufactured with commodity

numbers G62601R09 (Reagents),
Effective (Date or  G45528R04 (Calibrators) and G45558R04
Commodity Code) _(Controls), or higher.
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Declaration of Conformity

Certificate Identification: DoC-3P36- AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland

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

Devices

3P36-20 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-25 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-30 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-35 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-01 54062 ARCHITECT AFP Calibrators Self-Declared
3P36-10 54063 ARCHITECT AFP Controls Self-Declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) 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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ,/.ﬁ-_ }\k.»——\ Signature: /l'/::.u fire (s e 9

=

Full Name: Joe Murray Full Name: Lorraine Whitney
Position: Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: 0% S \F Date of Approval: oS Jon [F

Date Issued: ns Toa (3

Place Issued: AIDD Sligo

Supersedes: 25 Sep 14

Effective (Date or
Lot Number): ns Joa [+
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 38074ARP0336PE
Basic UDI-DI Name: ARCHITECT AFP
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
3P36-25 ARCHITECT AFP Reagent Kit
3P36-30 ARCHITECT AFP Reagent Kit 58348 W0102039001
3P36-35 ARCHITECT AFP Reagent Kit
3P36-27 ARCHITECT AFP Reagent Kit
3P36-32 ARCHITECT AFP Reagent Kit 58348 W0102039001
3P36-37 ARCHITECT AFP Reagent Kit
3P36-01 ARCHITECT AFP Calibrators 54062 W0102152205
3P36-10 ARCHITECT AFP Controls 54063 W0102152005
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo
Ireland
Manufacturer SRN | [E-MF-000009849
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland

(Name and Address)

Diagnostics Division
Finisklin Business Park

Sligo
Ireland
Notified Body | TUV SUD Product Service GmbH, Ridlerstrafie 65, 80339 Munich, Germany
(Name and Identification Number) | Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, V12 001922 0024

Counformity Assessment Procedure

Including an assessment of the technical

documentation for devices concerned on the basis of

representative samples

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility

of the manufacturer.
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Full Name:

Function:

Date of Approval:

Signed for, and on
behalf of:

Noel Haren Full Name: Joe Murray
Associate Director Regulatory Affairs Function: _Director Quality Assurance
Signature: M. . \.,-Q'_;:»—-_-—- Signature: ,f
[®] N\&r 10725 Date of Approval: OF Mo o028
Abbott Ireland Diagnostics Division, Sligo
10 ﬁncm- 2025 Place Issued: _Sligo, Ireland

Date Issued:

Supersedes:

D q :l.zfur'\ ‘2_\'32_3

Effective (Date
or Lot Number):

50f 13

Reagent size codes 3P36-27, 3P36-32 and
3P36-37 lots 75030FZ00, 75036FZ00 and
75036FZ01; and all lots manufactured with
commodity numbers G62601R09 (Reagent
size codes 3P36-25, 3P25-30, 3P25-35),
G45528R04 (Calibrators) and G45558R04
{Controls), or higher.




EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMS 3A CbOTBETCTBUE bazos UDI-DI Haumenosanwne Ha 6a3zos UDI-DI

CS | EUPROHLASEN{ O SHODE Zékladni UDI-DI Nazev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH YXYMMOPOQ>HY EE Boaowo UDI-DI Ovopasio facikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bésico

ET ELi vastavusdeklaratsioon Po6hi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Basico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundldggande UDI-DI

TR AB Uygunluk Beyan1 Temel UDI-DI Temel UDI-DI ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac criopex prcka Karanosxes HOMep 1 KOZ Ha pa3Mepa VMe Ha OPOyKTa M THPrOBCKO HAMEHOBAHHE

CS Rizikova tiida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GroBencode Produkt- und Handelsname

EL Kamyopio kvddvou Kdwdg [poidvtog kot Kmdikds Zuokevaciog IIpoidv ko Epmopikny Ovopacio

ES Clase de riesgo Numero de referencia y coédigo de tamafio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Konx GMDN Koz EMDN IIpousBoauTen (MMe  agpec) EPH Ha npousBoaurens
CS | Koéd GMDN Ko6d EMDN Vyrobee (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdikég GMDN Kwdikég EMDN Kartaokevaotig (Ovopa kot Atevboveon) SRN (Movadwkdg AptBpds Mntpmov)
(Ovopartoroyio (Ovopatoroyia Koartaokevaot
LTPOTEYVOLOY KOV 0TPOTEYVOLOY KDV
TPOIOVTOV) TPOIOVTI®V)
ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro Gnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac¢ (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Coédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kéd GMDN Ko6d EMDN Vyrobca (Nazov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YmbiaHOMOIIEH npeacTaBuTen (MMe | EPH Ha ymrbiHOMOLIEHHS TPECTaBUTEN IIpousseneHo ot (MACTO Ha
azipec) TIPOU3BOACTBO) (MMe H aJpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméchtigter (Name und Adresse) SRN des Bevollmédchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | E&ovoodomuévog Avtumpocomog (Ovopa | SRN E&ovslodotnévov Avimpocs®mov Kataokevaletor and (Epyootdcio
kat Atevbovon) TopayyNc)
(Ovopacia ko AtevBvvon)
ES Representante autorizado (nombre y SRN (niimero de registro tinico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisel6 egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | Razots (razoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné c¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(isim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Hortuduimpan oprat (uMe U HACHTHHHUKAINOHEH [Iponenypa 3a oneHKa HAa CHOTBETCTBUETO
HOMeEp)

CS Oznameny subjekt (ndzev a identifikacni ¢islo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitétsbewertungsverfahren

EL Kowomnompévog Opyavicpodg (Ovopa kot ApBudg Awdikacio a&loldynong copptdpemong
TOWTOTOINoNG)

ES Organismo Notificado (nombre y ntimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifié¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertésanas procedira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmate for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identifica¢do)

RO Organism notificat (nume si numar de identificare) Procedura de evaluare a conformitatii

SK Notifikovany organ (Nazov a identifikaéné &islo) Postup posudzovania zhody

SV Anmdlt organ (namn och identifikationsnummer) Forfarande for bedomning av dverensstimmelse

TR Onaylanmis Kurulus (isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasieHue Ha kauectBoTo IIpunoxenue IX, rmasu I u 111,
BKJIFOUUTEIHO OLIEHKA HA TEXHUYECKaTa JOKyMEHTalMs Ha CbOTBETHUTE U3€NIUs Bb3 OCHOBA Ha
HPEACTABUTEIHU IPOOH

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a 111,
véetné posouzeni technické dokumentace dotCenych prostiedkil na zakladé reprezentativnich vzorkt

DA

Kvalitetsstyringssystem Bilag IX kapitel I og 111,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr p& baggrund af repraesentative prover

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und 111,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Yootmpa Awyeipiong owmrag Hapaptnua IX Kepdroro I ko 111,
ovumepAapBaveTal a&loAdYNomN TOV TEXVIKOD GaKELOV Yl TpoiovTa mov e€etdlovTon e BAOT AVTITPOCOTEVTIKA
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos I y 111,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et III,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i IIL.,
ukljuéujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki

IT

Sistema di gestione della qualita Allegato IX Capitoli I e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistema IX pielikuma I un III nodala,
tostarp attiecigo iericu tehniskas dokumentacijas novért&jums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybés valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representative prover

PL

System Zarzadzania Jako$cia Zatacznik IX, Rozdzialy I oraz III,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e I1I,
Incluindo uma avaliagdo da documentagao técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane postidenia technickej dokumentacie prislusnych
pomdcok na zaklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedémning av den tekniska dokumentationen for berdrda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil

10 0f 13




EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxar Ne O6mw cnenuduxammu (OC) [Ib1HO HaMMEHOBaHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstédndiger Name
EL ApBudg motomomtikov EE Kowéc npodaypapéc (KIT) IIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS*) Puni naziv

HU EU-tanusitvany szama Egységes eldirdsok Teljes név

IT Ne° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums
LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especifica¢des comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spolo¢né Specifikacie Cely nézov

SV Nummer pa EU-intyg Gemensamma specifikationer Fullstdndigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agitovpyia Y7oypaeetat yio Kot €K LEPOLG TOV/TNG Hugepounvio ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Véljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alaird a kovetkezo képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcgido Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfdrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Iloanuc Jlara Ha o100peHue
CS Nahrazuje Podpis Datum schvéleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kdvetkez6 dokumentumot: Alairéas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT PakeiCia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacgio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldif1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa mium HoMep Ha AapTHAA)

CS Misto vydani Uginné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong g 1oyb and (Huepounvia 1) ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatélybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Speka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissao Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, monynomicanuTe, ¢ HACTOSIIOTO AeKIapupaMe, 4e TOPEONHCaHOTO(UTe) MEJUIIMHCKO(H) U3/ieHe(s) 3a HHBUTPO JHArHOCTHKA OTroBapsi(T) Ha
IpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3JEUs 32
HMHBUTPO JUarHOCTHKA. Ta3u aekapanys e HalpaBeHa B cboTBeTcTBUE ¢ [Ipmnoskenue IV Ha Pernamenta 3a IVD u 3a HelfHOTO u31aBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s piislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro. Toto
prohlaseni je v souladu s Piilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erkldrung erfolgt gemdl Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdeovteg, SNAOVOLLE e TO TaPOV OTL TO TPOUVAPEPOLEVE SIYVOCTIKE LTPOTEXVOAOYIKA TPOIOVTO GUUHOPOAOVOVTUL LE TIG IGYVOVOEG OTAEELG
tov Kavoviopot (EE) 2017/746 tov Evponaikot KowoBovAiov kot Tov ZopPoviiov g 5™ Anpiiiov 2017 oyetikd e ta in vitro Stoyveoticd
WTPOTEYVOAOYIKA TpoiovTo. H dhwon avtn yivetar copgmva pe to Moapdptmpa IV tov Kavoviopod IVD kot exdideton pe omokielotikr evbvvn Tov
KOTOUGKEVOOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale
ning selle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’ Annexe IV du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkoz(dk) megfelel(nek) az Eurdpai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megtelel az IVD
rendelet IV. mellékletében foglalt eléirasoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadasra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdo$anu atbild vienigi raZotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-os) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklarer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaeringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostala sporzadzona zgodnie z Zatgcznikiem IV Rozporzadzenia IVDR i wydana na wylaczna odpowiedzialnos$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnoéstico in vitro. Esta
declaracdo ¢ feita em conformidade com o anexo IV do Regulamento IVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisd sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka(-¢) pomocka(-y) uvedena(-¢) vysSie je (su) v zhode s prisluSnymi ustanoveniami
Nariadenia Eur6pskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

SV

Vi, undertecknade, forsakrar hdrmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de tillampliga
bestimmelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca yapilmistir
ve {ireticinin miinhasir sorumlulugu altmdadir.

End of form
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Declaration of Conformity

Certificate Identification: 07K75
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufactarer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7K75-20 54187 ARCHITECT FSH Reagent Kit Self-declared
TK75-25
7K75-30
7K75-35
7K75-01 38255 ARCHITECT FSH Calibrators Self-declared
TK75-10 38254 ARCHITECT FSH Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Appott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
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 and transposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is 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: A‘W Q\,%L/ Signature: /Orﬂo,& le\fht.vj

Full Name:  Gjobhan Wright Full Nare; Lorraine Whitney
- Director Quality Assurance/Site Position: Senior Manager Regulatory Affairs
Position: :
Quality Head
Date of v -Aer-19 Date of Approval: {4 AP2 Zotq
Approval:
M- geR -G Abbott Ireland Diagnostics Division,
Date [ssued: Place Issued: Lisnamuck, Longford, Co. Longford,
Ireland

Supersedes: 15 Nov 2018 Effectve (Dete.on 24 - AP - 9

Lot Number):



a ABBOTT

Declaration of Conformity

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

02P40

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Representative (name and address)

Names and Description of Devices Classification
and Size Code
of Devices
2P40-25 54254 ARCHITECT LH Reagent Kit Self-declared
2P40-33
2P40-01 38270 ARCHITECT LH Calibrators Self-declared
Authorized European N/A

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

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 and iransposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the

member states.

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

Signature: /fl BeET W Ly Signature: Idor’&d‘@ [""L"“"‘"]
o 4
Full Name:  Sjobhan Wright Full-Namg; Lorraine Whitney
Position: Director Quality Assurance/Site Position: Senmior Manager Regulatory Affairs/
osition: ’
Quality Head
Date of . | . 2 2o q
Approval: Ui - WL 1§ Date of Approval: 14 AP (
24 -np-| ﬁ Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: | jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: __120CT 2018 Effectivei(DatEio 24-nA-1F

Lot Number):




a ABBOTT

Declaration of Conformity

Certificate Identification: 07K61
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code

of Devices

7K61-25 60779 ARCHITECT B12 Reagent Kit Self-declared
7TK61-35
7K61-01 41337 ARCHITECT B12 Calibrators Self-declared
7K61-10 41338 ARCHITECT B12 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Apboyt Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmounized 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 and transposed Irish
Regulation S.1. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the
member states.

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

Signature: . f ;M "MSW Signature: AoWﬂa’«f. CJ,:_.{%_,j

Full Name:

Full Name:  gighhan Wright " Lorraine Whitney
- Director Quality Assurance/Site Position: Semior Manager Regulatory Affairs/
Position: .
Qnuality Head
Date of - DR -t . (9
Approval; BPR -9 Date of Approval: (T B2 2009
W Ao -19 Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: 12 OCT 2018 Eftectivei(Date or A4- AP -9

Lot Number):



Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ARK0244MH

Basic UDI-DI Name: ARCHITECT CA 15-3

Risk Class: Class C

List Number

Product and Trade Name GMDN EMDN Code
and Size Code Code
2K44-2] ARCHITECT CA 15-3 Reagent Kit (4 x 100 Tests) 60875 Ww0102030102
2K44-27 ARCHITECT CA 15-3 Reagent Kit (1 x 100 Tests) 60975 Ww0102030102
2K44-37 ARCHITECT CA 15-3 Reagent Kit (1 x 500 Tests) 60975 w0102030102
2K44-02 ARCHITECT CA 15-3 Calibrators 38223 W0102152205
2K44-11 ARCHITECT CA 15-3 Controls 38222 W0102152005
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
{(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A

{Name and Address)

Autharized Representative SRN N/A

Produced by (Site of manufacture)

(Name and Address) USA

Fujirebic Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA 19355

Notified Body

TUV SUD Product Service GmbH

(Name and [dentification Number) RidlerstraBBe 65, 80339 Munich, Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters [ and III,

including an assessment of the technical
documentation for devices concemned on
the basis of representative samples.

EU Certificate No.
No. V12 0100510137

Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex I'V of the IVD Regulation and is issued under the

sole responsibility of the manufacturer,

Full Name: Claudia Becker Full Name: Susanne Ulrich
Function: Director Quality Assurance Function: Assge. Director Regulatory Affairs
Signature: C ; VA éﬁ Signature: f “an ! égg) &
Date of Approval: a Z, L A 02‘-{ Date of Approval: 05, / Av / ?J 27
Signed for, and on /4 /7
behalf of: Abbott GmbH, Wiesbaden, Germany
Date Issued: 06 7&& e?DZ "f Place Issued: 65205 Wiesbaden, Germany
Effective (Date
Supersedes: 04-Jul-2023 or Lot Number}:

Ob 7&0« -?029’
U



| EN__| EU Declaration of Conformity Basic UDI-DI Basic UDL-DM Name
BG EC NIEKNAPALHA 34 CLOTBETCTBME Basoe UDI-DIL Haumenonasste na Gaios UDI-DI
CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zikladniho UDI-DI
DA | EU-OVERENSSTEMMELSESERKLAERING Grundkeggende UDI-DI Grundlzggende UDI-Dl-navn
DE | EU-KONFORMITATSERKLARUNG Basis-UDI-DIL Basis-UDI-DI Name
EL AHAQZIH ZYMMOPOOEHE EE Bagwé UDI-DI Ovopagic acwod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DY Basico
ET ELI VASTAVUSDEKLARATSIOON P&hi-UDI-DI PShi-UDI-DI nimi
FR DECLARATION DE CONFORMITE UE 1UD-ID de base Nom IUD-1D de base
HR__| EU IZJAVA O SUKLADNOSTI Osnovni UDI-DJ Naziv osnovnog UDI-DI
HU | EU-megfeleldségi nyilatkozat Alapvers UDI-DIL Alapveté UDI-DI neve
IT DICHIARAZIONE DI CONFORMITA UE UDI-DI di base Nome UDI-DI di base
LV | ES ATBILSTIBAS DEKLARACHA Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinioc UDI-DI pavadinimas
NO | EU-SAMSVARSERKLARING Grunnleggende UDI-DI Grunnleggende UDI-DI-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DE
PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Mome LDI-DI Bisico
RO | DECLARATIA DE CONFORMITATE UE UDI-DI de baza Nume UDI-DI de bazi
SK | EU VYHLASENIE O ZHODE Zikladny UDI-DI Néazov zikladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundliggande UDI-DI Namn pi gnuindliggande UDI-DI
TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi
EN | Risk Class List Number and Size Code Product and Trade Name
BG | Knac cnopen phcka KaTanosen HoMEp M KOJ HA pasmepa Hwe Ha NPOIYKTa H ThPTOBCKO HAMMEHOBAHHE
Cs Rizikova tfida Katalogové tisio a koncové dvoudisli uréujici Nazev produktu a obchodni nazev

velikost soupravy

DA Risikoklasse Bestillingsnummer og stewrelseskode Produki- og varem®rkenavn
DE Risikoklasse Bestellnummer und GriBencode Produkt- und Handelsname
EL K.otyopia kivdovoy Kadixiog Mpoidvrog xm Koducdg Luokevagiag TNpoidy xou Epmop) Ovopagie
ES | Clase de riesgo Nimero de referencia y codigo de tamaiio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote- ja kaubanimi
FR Classe de risque Reéférence Nom de produit et de marque
HR | Klasa rizika KataloZki broj i oznaka pakimanfa Naziv proizvoda i zastieni naziv
HU_ | Kockézati oszidly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto ¢ nome commerciale
LY Riska klase Kataloga numurs un iepakojuma kods Produkta un tirdzniecibas nosaukums
LT | Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimas
NO | Risikoklasse Bestillingsnumnmer og storrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy MNazwa produktu i nazwa handlowa
PT | Classe de risco Nimero de lista ¢ codigo de apresentagao Produto ¢ nome comercial
RO | Clasi de nisc Numar de lists 3i cod dimensiune Denumirea produsului si denumirea comerciala
SK__| Rizikova trieda Katalogové &islo Nazov produktu a obchodny ndzov
SV [ Riskklass Listnummer och storlekskod Produkt och firmanamn
TR _| Risk Simfi Liste Numaras: ve Uriin Kodu Uriin ve Ticari [smi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN
BG | Kox GMDN Koz EMDN [Tpon3BoanTen (HMe 1 agpec) EPH wa npoussogurens
CS§ | Kéd GMDN Kéd EMDN Virobce (nazev a adresa) Jediné registralni Eislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant {navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kewdwdg GMDN Kwodicog EMDN Katgeoxevootic (Ovopa xat SRN (Movadwdg Appog Mntpaov)
{Ovopatohoyia {Ovopatoioyia Alsvduvam} Koraoxeueotd
TPOTEYVOAOYIKGY WTPOTEXVOLOIKOV
TPOIOVTOV) MPOIoVTEv)
ES | Cédigo GMDN Codigo EMDN Fabricante {nombre y direccion) SEN (nimero de registro tinico} del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabnicant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod_ EMDN kod Proizvodaf (naziv i adresa} SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kid EMDN-kéd Gyarnt (név és cim) Gyano egyedi regiszirdcios szima (SRN)
IT | Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN {numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotdja vienotais registricijas numurs {VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas {pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiros | priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent {(nazwa i adres) Niepowtarzalny numer rejesiracyjny producenta
Nomenkfatury Wyrobéw
Medyeznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome ¢ Morada) Nimero inico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné islo (SRN) viTobeu
SV | GMDN-ked EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {Name and Address}
BG | YoeaumomolieH npencTasures {HuMe 0 EPH Ha YMBLAHOMOIICHNA NPEACTABHTEN Mpon3seneHo oT (MACTO HA MPOH3IBOACTRO) (HME W aapec)
anpec)
CS | Zplnomocnény zdstupee (nizev a adresa) Jediné registragni &islo zplnomocnéného Vyrobeno (misto vyroby)
Zastupce {nazev a adresa)
DA | Aworiseret reprsentant (navn og adresse) | Autoriseret reprasentants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichtigier (Name und Adresse} SRN des Bevollmiichtigten Hergestellt von {Herstellungsstandort)
{Name und Adresse)
EL | Efousiodompévos Avempéamnog (Ovopn | SRN EEovciofompévon AvitRpocdnon Kareoxevdlera and (Epyooramo napoyonis)
ke Agdfoven) {(Ovopagia ko Agiduven)
ES Representante awtorizado (nombre y SRN (namero de regisiro dnico) det Producido por {Lugar de fabricacién) (Nembre y direccién)
direccion) representante autorizado
ET | Volitatud esindaja (nimi ja aadress) Yolitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication}
mandataire {nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa)} SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlaienog zastupnika {Maziv i adresa)
HU | Meghaalmazott képviseld (név és cim} Meghatalmazott képviselé egyedi Gyand (gyartas helye)
regisziricids szama (SRN} {név és cim}
IT Mandataric (nome e indirizzo) SRN (numero di registrazione unico) del Prodotio da (sito di fabbricazione)
mandatario (nome ¢ indirizzo}
LV | Pilnvarotais pdrstavis (nosaukums un Pilnvarot} parsidvja vienotais registricijas | RaZots {raZofanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | lgaliotasis atstovas (pavadinimas ir |galiotojo atsiovo unikalusis registracijos Pagaminta {gamybos vieta) (pavadinimas ir adresas}
adresas) numeris
NOQ | Autorisen representant (navn og adresse) Den awtoriserte representantens SRN Produsert av (produksjonssted)
(navn op adresse)
PL | Upowasniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkeji)
adres} upowaznionego przedstawiciela nazwa i adres)
PT | Mandatirio (Nome e Morada) Numero inico de registe do mandatario Produzido por (Local de fabrico)
{Nome e Morada)
RO | Reprezentant autorizal (nume §i adres3) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresd)
SK | Autorizovany zdstupca (ndzov a adresa) Jediné registraéné &islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu {nazov a adresa}
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SEN'si Uretici (Uretim Tesisi)

(isim ve Adres)
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Notified Body (Name and ldentification Number)

Conformity Assessment Procedure

BG | Hotndmunpad opras (ime v HoeHTHGHKALIMOHEH HOMED) pouedypa 3a OUEHKI HA CHOTBETCTBHETO
€S | Oznameny subjekt (nzev a identifikadni &islo) Postup posuzovani shody
DA | Bemyndiget organ (navn og identifikationsnummer) Overensstemimelsesvurderingsprocedure
DE | Benannte Stelle (Name und Identifikationsnummer) Konformititsbewertungsverfahren
EL | Kowomompévos Opyaviouds (Ovopa ke ApiBudg Awdikosio afiohoymong CUUUGPREoTS
TauTonoinong)
ES Organismo Notificado (nombre y mimero de identificacién Procedimiento de evaluacién de la conformidad
ET | Teavitaud asutus {nimi ja identifitseerimisnurmber) Vastavushindamismenetlus
FR__| Organisme notifié¢ (nom et numéro d'identification) Procédure d"évaluation de la conformité
HR | Prjavljeno tijelo {naziv i identifikacijski broj) Postupak ocjenjivanja sukdadnosti
HU | Bejelentent szervezet (név és azonosité szam) | Megfeleldségénékelési eljiris
IT Organisme notificato (nome ¢ numero di identificazione} Procedura di valutazione della conformita
LV | Pilnvaroid iest3de (nosaukums un identifikdcijas numurs) Atbilstibas novErigianas procedira
LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis numeris) Atitikties vertinimo procedilra
NO_| Melds organ (navn og identifikasionsnummer) Framgangsmate for samsvarsvurdering
PL Jednostka notyfikowana (nazwa i pumer identyfikacyjny) Procedura oceny zgodnoset
PT Qrganismo Notificado {(Nome e Numero de Identificacéio) Procedimento de avaliagdio da conformidade
RO | Organism notificat {(numne i numar de identificare) Proceduré de evaluare a conformitatii
SK Notifikovany organ (Nizov a identifikatné Lislo) Postup posudzovania zhody
SV __| Anmalt organ (namn och identifikationsnummer) Forfarande for beddmning av dverensstimmelse
TR Onaylabmig Kuru]us._(i_sjm ve Tamm Numarasi) Uypunluk Degerlendirme Prosediiri
EN | Quality Management System Anaex IX Chapters [ and 111,
Including an assessment of the technical documentation for devices concerned on the basis of representative samples
BG | Cucrema 3a ynpagnenne Ha kauectsoto [Ipunowense IX, rnasu | n (1L,
BKTFOMMTENHO OUEHKE HA TEXHHYECKATA AOKYMEHTALNA Ha CBOTBCTHHTE INEMHA BL3 OCHOBA HA NPENCTABMTENHA NPOSH
CS Systém Fizeni kvality Priloha IX Kapitoly I a Ill,
vEetné posouzeni technické dokumentace dotéenych prostiedkil na zikladé reprezentativnich vzorkdl
Da | Kvalitetsstyringssystem Bilag 1X kapitel I og IIl,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd bagprund af repreesentative prover
DE | Qualicitsmanagementsystem Anhang IX Kapitel 1 und 111,
einschlieflich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage reprisentativer Stichproben
EL | Zbdompe Awxsipong Mowmrag Mapapenua X Kepdhae | ke 11,
cuprephapfaverel aEohdynon ToV TEXVIKOD POKEROL Yia Mpoidvta nov eEerdfovra pe facn avimpocoTevTIKd Seiypate
ES Sistema de Gestién de Calidad Anexo IX, capitulos [y 111,
s incluye una evaluacién de la documentacion técnica para los productos afectados sobre la base de muestras representativas
ET | Kvaliteedijuhtimissiisteem (X lisa I ja 1l peatikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pShjal
FR | Sysiéme de gestion de la qualité Annexe IX Chapitres 1 et Ifl,
Inclut une évaluation de la documentation technigue pour fes dispositifs concemés, sur la base d"échantillons représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja L i I11.,
ukljudujuéi ocjenjivanje tehnitke dokum ije za predmetne proizvode na temelju reprezentativnih uzotaka
HU | Mindségiranyitasi rendszer LX. melléklet, 1. és 11L. fejezet, ideértve az érintett eszkdzik miiszaki dokumenticidjanak reprezentativ mintak alapjan valé
éntékelését
IT Sistema di gestione della quality Allegato IX Capitoli 1 e ILI,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni appresentativi
LY | Kvalitites vadibas sistéma LX pielikuma [ un 111 nodala,
tostarp attiecigo ieriéu tehniskas dokumenticijas nover&jums, pamatojoties uz reprezentativiem paraugiem
LT | Kokybés valdymo sistema IX priedo I ir Ll skygai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais
NO | Kvalitetsstyringssystem Vedlegg X kapitiel 1 og 111,
inkluderi en vurdering av den tekniske dokumentasjonen for akwelt utstyr pd grunnlag av representative prever
PL System Zarzadzania Jakoscig Zalacznik 1X, Rozdzialy 1 oraz lll,
w tym ocena dokumentacii technicznej danych wyrobdw na podstawie reprezentatywnych probek
PT | Sistema de gestio da qualidade Anexo IX Capitulos | e I1I,
Incluindo uma avaliacio da documentacdo técnica para os dispositivos emn questdo com base em amostras representativas
RO | Sistemul de management al calitatii Anexa LX, Capitolele L si [1] inclusiv o evaluare a documentatiei tehnice pentru dispozitivele in cauzd pe baza unor
probe reprezentative,
SK_ | Systém riadenia kvality Priloha IX Kapitoly I a I1l, vritane posidenia technickej dokumenticie pristludnych pomdcok na ziklade reprezentativnych
vzoriek
SV | Kvalitetsledningssystem Bilaga IX Kapitel I och 111,
Inklusive en beddmning av den tekniska dokumentationen f8r berbrda produkier som grundar sig pd representativa urval
TR | Kalite Yonetim Sisterni Ek 1X Bolim | ve 1l

Termnsili numuneler bazinda ilgili cihazlar igin teknik dokiimantasyonun degerlendirilmesi dahil
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EN | EU Certificate No. Common Specifications (CS) Full Name

BG EC Ceprudukar Ne Q6w cneuspukaunu (OC) MLaKO HAaHMEHORAHHE

CS Cislo centifikatu EU Spoledné specifikace Cely ndzev

DA | EU-cenifikatnummer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name

EL Apfuoc mstoromrikon EE Kowée mpodurypagpég (KIT) TMApne ovopadie

ES | Numem certificade UE Especificaciones comunes Nombre completo

ET EL-i sertifikaadi or _Uhtsed kifjeldused Taisnimi

FR N° certificat UE Spécifications communes Norm complet

HR__| EU potvrda br. Zajednitke specifikacije (..CS™") Puni naziv

HU EU-tanusitvany szama Egységes elfirasok Teljes név

IT N°® del cenificato UE Specifiche comuni (5C) Nome completo

LV ES sertifikata Nr. Kopigas specifikicijas Pilns nosaukums

LT ES senifikatas Nr. Bendrosios specifikacijos Vardas it pavardé

NQ | EU-senifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikata UE Wspdlne specyfikacje Imi¢ i nazwisko

PT | Cenificado UE N* Especificagbes comuns Nome completo

RO | Nr. certificat UE: Specificatii comune (CS) Numele compiet

SK Certifikat EU &. Spoloéné Specifikicie Cely nazov

SV Nummer p& EU-intyg Gemensamma specifikationer Fullstindigt namn

TR | AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi Soyad

EN | Function Signed for, and on behalf of Date Issued

BG | Juewnoct TloankcaHe 3a H 0T HMETO Ha Jlata Ha M3gaBaHe

CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE | Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Agitovpyia Y ROYPAQETHL VI KO £K PEPOVS TOWTNG Hpuspopnvia £xdoong

ES | Funcion Firmada por. y en nombre de Fecha

ET Funkisioon Alla kirjutianud (kelle poolt ja nimel) Viljaandmise kuupiev

FR Fonction Signé par et au nom de Date d'établissement

HR | Funkcija Potpisano za i uime Datuim izdavanja

HU | Beosztas Aldird a kovetkezd képvisclewében és Kiadis datuma
nevében

IT__ | Funzicne Firmato 2 nome ¢ per conto di Data di rilascio

LY | Amats Parakstits $5das personas varda Izdoanas datums

LT Pareigos Subjekto, kurio vardu pasira$oma, I§davimo data
pavadinimas

NO | Funksjon Signen for, og pA vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu _Data wydania

PT | Fungdo Assinado ¢ em nome de_ Data de emissao

RO | Functia Semnat pentru §i in numele Data eliberarii

SK | Funkeia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pA wppdrag av Datum f5r utfirdande

TR Girevi Nanna ve temsilen imza Duizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG | 3amecTea TMonnue Aara wa ogo6p

CS Mahrazuje Podpis Datum schvileni

DA | Erstatier Undersknilt Godkendelsesdato

DE | Ersetzt Unterschnift Datum der Genehmigung

EL | Avoxebgrd YRoypogn Huepounvia éykpiong

ES | Sustituye Firma Fecha de aprobacién

ET | Asendab Allkiri Heakskiitmise kuupaev

FR__| Annule et remplace Signature Date de I'autorisation

HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kévetkez6 dokumentumot: | Aldiris Jévahagyas dituma

T Sostituisce Firma _ Data di approvazione

LV | Aizstdj Paraksts Apstiprindfanas datums

LT Pakeidia Paradas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT | Substitui Assinatura Data de aprovacdo

RO | Inlocuitor Semnéturd_ Data aprobirii

SK | Mahridza Podpis Ditum schvilenia

sV Ersiitter Namnteckning Datum for godkinnande

TR | Yenini aldifn belge Imza Onay Tarihi
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EN Place Issued Effective (Date or Lot Number)

BG MACTO HA W3 1aBAHE B cuna oT/3a {1aTa #NH HOMED Ha NapTHaa)

CS | Misto vydani_ Uizinné od (datum nebo islo Sar?e)

DA | Udstedelsessted Ikrafuredelse (dato eller lotnummer)

DE | On Giiltig ab (Datum oder Chargenbezeichnung)

EL Téaoe fxdoong Ze oy and (Hpepopnvie 1 ap. napridec)

ES Expedida en Efectiva (fecha o nimero de lote}

ET Viljaandmise koht Joustumine {kuupiev v3i partitnumber)

FR | Lieu d'établissement Entrée en vigueur {date ou numéro de lot}

HR | Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadis helye Hatilybalépés (datum vagy tételszim})

IT Luogo di rilascio Valido da (data o0 numere di lotto)

LV lzdoganas vieta Speka no (datums vai partijas numucs)

LT | Isdavimo vieta Isigalioja (data arba partijos numeris)

NGO | Utstedelsessted Gielder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuie od (data lub numer partii)

PT Local de emissio Efetividade (Data ou nimero de lote}

RO | Locul eliberarii Valabilitate (data sau numarul lotului}

SK | Miesto vydania Utinnost od (ddum alebo Gislo Sarse)

sV Plats fir utfirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiirirlik (Tarih veya Lot Numarasi)

EN | I, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This
declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer,

BG | A3, SOTYNGONHCAHMAT, € HACTOALIOTO AEKAAPHPAM, Y€ TOPEOITHCAHOTO(HTE) MERHUMHCKO(H) HIEAKE(A) 32 HHBHTPO ANATHOCTHIA oTroBapA(T) Ha
NPHAOKHMHUTe pasnopendy na Pernament (EC) 2017/746 na EsponeiickiaA NApAaMEenT U Ha Cueera 0T 5 anpua 2017 1. 0THOCHO MEOMLMHCKKTE
H3OEAHA 33 HHBHTPO AHAMHOCTHKA. Ta3H AEKRAPALHA ¢ HanpaseHa B cooTseTcTBie ¢ [Tpunowenne LV Ha Pernamenta 3a IVD u 3a weiinoTo nagasane
QTTOBOPHOCT HOCH EIHHCTECHO MPOH3BOIMTENAT.

CS | Ja, nize podepsany(-a) timto prohladuji, Z¢ diagnosticky(-€) zdravotnicky(-¢) prostfedek (prostfedky) uvedenj(-¢) vyse je (json) ve shodé s pHsludnymi
ustanovenimi Nafizeni Evropského parlamentu a Rady (EU) 2017/746 z¢ dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro. Toto
prohidseni je v souladu s Pilohou IV Nafizeni [VD a fe vydéno na vyhradai odpovédnost vyrobee.

DA | Jeg, undertegnede, erklzrer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Riidets forordning {EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne etklzring
afgives i overensstemmelse med [VD-forordningens bilag [V og udstedes under fabrikantens eneansvar.

DE | Ich, der Unterzeichner, erklare hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die
entsprechenden Bestimmungen der Verordnung (EU) 2017/746 des Europiischen Parlaments und des Rates vom 5. Apdl 2017 dber In-vitro-
Diagnostika erfiillen. Diese Erklarung erfolgt gemill Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers
ausgestellt.

EL | Eya, 0 unoypdpv Shaves JE 10 mapdv 011 16 RPOavapepopeve SIETvaoTIKG 1aTPOTEXVOrOYIRG RPOTOVTL SVRHOPPOVOVTAL HE TIg ISYDOVTE; S1eTAEELG
tou Kavovisyot (EE) 2017746 tou Evponaixod KowoPovkiov ke tov Zupfoviiov mg 5% Anpiiov 2017 oxerikd pe tain vitro Siayvoonki
1aTpoTEXVORoYIG 1poidvTe. H Siheman autd yiveta cdppuve pe to Mapapmpua IV rov Kavoviouol IVD kar exdibetan pe enoxieroTia eubivn Tov
KATaTKELRET]

ES | Yo, ¢l abajo firmante, por la presente declaro que ¢l(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriommente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Ewropeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnéstico in vitro, Esta declaracién se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la responsabilidad dnica det
fabricante.

ET | Mina, allakifutanu, kinnitan, et eespoo! kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017.
aasta maamuse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt IVD
midruse [V lisale ning selle viljastamise eest vastutab ainult tootja.

FR | Je soussigné(e), déclare par la présente que le(s) dispositifis) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (LUE) 2017/746 du Parlement curopéen ¢t du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de
diagnostic in vitro, Cente déclaration st établie conformément & I* Annexe [V du Réglement DIV sous la seule responsabilité du fabricant.

HR | Ja, niZe potpisan/a, ovim putem izjavljujem da su gore navedeni in vitro dijagnosticki medicinski proizvod(i} sukladni primjenjivim odredbama Uredbe
(EU) 2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnestickim medicinskim proizvodima.

Ova je izjava sastavljena u skladu s Prilopom IV. Uredbe 1VD i izdaje se pod iskljutivom odgovomogéu proizvodada.

HU | Alulirott ezennel kijelentem, hogy a fent leirt in vitro orvostechnikai eszkéz(6k) megfelel{nek) az Eurdpai Parlament és a Tandcs in vitro diagnosziikai
orvostechnikai eszkézoked] szold (EU) 201 7/746 (2017, dprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az
IVD rendelet 1V. mellékietében foglalt eloirisoknak. & a gyano kizirolagos felelossége alapjan kerilt kiadisra.

IT | lo, sottoscritio, con ka presente dichiaro che il dispositive(i) medico-diagnostico in vitro sopra descritto & conforme alle disposizioni applicabili del
regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione & redatta in conformiti all’allegato IV del regolamento IVD ed & rilasciata sotto la responsabilita esclusiva del fabbricante.

LV | Es, apak3a parakstijies, ar §o pazinoju, ka ieprieks aprakstitd(-s) in vitro diagnostikas mediciniska(-s) ierlce(-es) atbilst Eiropas Parlamenta un Padomes

Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskim iericém. 57 deklaricija ir sagatavota
_saskapd ar IVD regulas 1V pielikurnu un ir izdota vienigi uz ra¥otdja athildibu.

LT

A, toliau pasirades {-iusi), pareidkiu, kad anksiau minéta (-0s) in vitro diagnostikos medicinos priemoné (-€s) atitinka 2017 m. balandZic 5 d. Europos
Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikomas nuostatas. $i deklaracija yra parengta
vadovaujantis IVD reglamento [V priedu ir i3duota tik gamintojo atsakomybe.

NO

Undertegnede erklzrer herved at utstyret til in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments-
og radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk wistyr tit in vitro-diagnostikk. Denne erdringen er utarbeidet | overensstemmelse med
vedlegg IV i |VD-forordningen og er utstedt under produsentens eneansvar,

PL

la, nizej podpisany(-a), ninigjszym oéwiadczam, ze wymieniony(-¢} powyzej wyrdb(wyroby) medyczny(-¢} do diagnostyki in vitro spehnial-ja)
odpowiednic wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwiemia 2017 r. w sprawie wyrobdw medycznych
do diagnostyki in vitro. Niniejsza deklaracja zostala sporzadzona zgodnie z Zaljcznikiem IV Rozporzadzenia [VDR i wydana na wyigczna
odpowiedzialnoéé producenta.

Eu, abaixo assinado, declare que os dispositivos médicos para diagnstico in vitro descritos acima estio em conformidade com as disposicdes apliciveis
do Regulamento (UE) 2017/746 do Parlamento Europeu ¢ do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in
vitre. Esta declaracio ¢ feita em conformidade com o anexo IV do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.
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RO | Subsemnatul, declar ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European i al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declarajie este emisa in conformitate cu anexa IV 1a Regulamentul [VD §i este emisa sub responsabilitatea exclusivi a producitorului.

SK | Ja, dolupodpisany(-a), tymto vyhlasujem. Ze diagnosticka{-¢) zdravotnicka(-¢) pomdckal-y) uvedeni(-€) vy3tie je (s0} v zhode s prisluinymi
ustanoveniami Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto
vyhlasenie je v silade s Prilohou [V k Nariadeniu [VD a vydava sa na vyhradnd zodpovednost’ virobeu.

SV | Jag, undertecknad, forsikrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillimpliga bestimmelserna | Europaparlamentets och ridets fGrondning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-
diagnostik. Denna forsikran gors i enlighet med bilaga LV tiil IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR | Ben, agagida imzast bulunan, yukanda belirtilen in vitro diagnostik medikal cihazlann, 2017/746 say)ls Avrupa Pariamentosu (AB) Direktifi ile 5 Nisan

2017 tarihli fn Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederim. Bu beyan VD Direktifi Ek 1V uyannca
yapilmustir ve ireticinin minhasir sorumiulugu altindadur.

End of document
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Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ARK0245MK

Basic UDI-DI Name: ARCHITECT CA 125 11

Risk Class: Class C

List Number Product and Trade Name GMDN EMDN Code
and Size Code Coda
2K45-24 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-29 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-39 ARCHITECT CA 125 II Reagent Kit 54588 W0102030106
2K45-02 ARCHITECT CA 125 II Calibrators 38231 W0102152205
2K45-11 ARCHITECT CA 125 II Controls 38230 W0102152005
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, PA 19355
(Name and Address) USA
Notified Body TUV SUD Product Service GmbH, Certification Body,
(Name and Identification Number) Ridlerstrafie 65, 80339 Munich, Germany

Notified Body Number 0123

Quality Management System EU Certificate No.
Conf ) Annex IX Chapters I and III, No. V12 0100510137

onformity Assessment Procedure including an assessment of the technical

documentation for devices concerned on

the basis of representative samples.
Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex I'V of the IVD Regulation and is issued under the

sole responsibility of the manufacturer.

Full Name: Claudia Becker Full Name:
Function: Director Quality Assurance Function:
) 7
Signature: ( » ﬁ/(( ffg—\ Signature:
Date of Approval: ,%S’ MC.E\P u? Djﬁ Date of Approval:

Signed for, and on
behalf of: Abbott GmbH, Wiesbaden, Germany

Susanne Ulrich

Assoc. Director Reguylatory Affairs

/{ﬂ@nlacf

/
/

Jiz

/)7—-[/55/”'/

Date Issued: A8 /\'{ or 202y Place Issued:
Effective (Date
Supersedes: 26-Jan-2023 or Lot Number):

65205 Wiesbaden, Germany
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EN EU Declaration of Conformity Basic UDI-DE Basic UD-D1 Name

BG i EC AEKJIAPALIMA 3A CBOTBETCTBHE Bazor UDI-DI Haumenoranue na Gazon UDI-DI

Ccs EL PROHLASENI O SHODE Zikladni UDI-D1 WNazev zikladniho UDI-DI

DA | EU-OVERENSSTEMMELSESERKLARING Grundlzggende UDI-DI Grundkeggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-tJDI-DI Basis-UDI-DI Name

EL AHAQEH EYMMOPDQEHE EE Baowéd UDI-DI Ovopagica pecued UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico

ET ELI VASTAVUSDEKLARATSIOON Péhi-UDI-DI Pohi-UDI-Di nimi

FR DECLARATION DE CONFORMITE UE IUD-ID de base Noin IUD-ID de base

HR EUIZJAVA O SUKLADNOSTI Osnovni UD1-D1 MNaziv osnovnog UDI-DM

HU EU-megfeleldségi nyilatkozat Alapvetd UDI-DI Alapvetd UDI-DI neve

IT DICHIARAZIONE D1 CONFORMITA UE UDI-DI di base Nome UDI-D] di base

LV ES ATBILSTIBAS DEKLARACIIA Pamata UEH-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinio UDI-DM pavadinimas

NO | EU-SAMSVARSERKL/ERING Grunnleggende UDI-DI Grunnleggende UDI-Dl-navn

PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-I Bésico

RO | DECLARATIA DE CONFORMITATE UE UDI-D de baza Nume UDI-DI de bazii

SK EU VYHLASENIE G ZHODE Zakiadny UDI-DI Nazov zdkladného UDI-DI

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE Grundlaggande UDI-DI Namn pd gundliggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG | Knac cnopen pucka KaTtanoieH Homep H KoA Ha pasmepa Hme Ha MpoAYKTA W TPTOBCKO HaHMERCBAHHE

Cs Rizikovd tida Katalogové &isio a koncové dvoudisli urdujici Nazev predukiu a obchodni pizev
velikost soupravy

DA Risikoklasse Bestillingsnuimmer og sterrelseskode Produkt- og varemerkenavn

DE Risikoklasse Bestellnimmner und Grifiencode Produkt- und Handelsname

EL Kotnyopin kivdovon Kwdiede MMpoidvros xen Kodikds Zugkevagiveg [Mpoidy kot Epropki) Ovopaciy

ES Clase de riesgo Numero de referencia y codigo de tamatio Producto y marca comercial

ET Rigkiklass Katalooginumber ja suurusekood Toote- ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR | Klasa nizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zasti¢eni naziv

HU | Kockazati osztdly Listaszém és készletkiszerelés-kod Termék- és kereskedelmi név

[T Classe di rischio Muneso di listing e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un iepakojuma kods Produkia un tirdzniecibag nosaukums

LT Rizikos klase Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimas

NGO | Risikoklasse Bestillingsnuymmer og storrzlseskode Produkt- og handelsnavn

PL Klasa ryzyka Mumert katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numerto de fista e codige de apresentaciio Produto & nome comercial

RO | Clasi de risc Numir de listd si cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikovi trieda Katalogoveé gisla WNazov produldu a obchodny nizov

sy Riskklags Listnummer och storlekskod Produkt och firmanamn

TR Risk Simfi Liste Numaras: ve Uriin Kodu Uriin ve Ticari [smi
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EN | GMDN Code EMDN Code Manufactuerer (Name and Address) | Manufacturer SRN
BG | Kea GMDN Koa EMDN [MponzeonuTen (MMe 1 aapec) EPH na npou3noauTena
CS | Kod GMDN Kiad EMDN Vyrobee (ndzev a adresa) Jediné registradni &islo virobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMBDN-Code Hersieller (Nane und Adresse) Hersieller-SRN
EL | Kwdxog GMDN Kwobikdég EMDN Karteokevastic (Ovopie kot SRN (Movaducog Appde Mytpaov)
{Ovopurodoyia {Ovoparohoyic Awsvbuvon) Karooxksvasm
1OTPOTERVOLOYIK Y WITPOTELVOROYIKGY
RPOIGVIORV) RPOLGVTEHV)
ES | Codigo GMDN Cddigo EMDN Fabricante (nombre y direccidn} SRN (nimero de registro inico) del fabricante
ET | GMDN-kood EMDN-kood Tootja {nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse} Numéro d'enregistrement unique dis fabricant
HR | GMDN kod EMDN kod Proizvedad (naziv i adresa) SRN {jedinstveni registracijski broj} proizvodada
HU | GMDN-kéd EMDN-kod Gyarto (név €s cim) Gyand egyedi regisztricids szdma (SRN)
IT Codice GMDN Codice EMDN Fabbricante {(nome ¢ indirizzo) SRN {numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDRN kods RaZotdjs (nosaukums un adrese) RaZotija vienotais refistrficijas nurmurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas {pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiires priemoniy nomenklaliiros
kodas kodas
NOQ | GMDN-kode EMBDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Buropejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury Wyrobdw
Medyczoych
PT | Codigo GMDN Codigo EMDN Fabricante {Nome e Morada) Niimero vinico de registo do fabricante
RQ | Cod GMDN Cod EMDN Producator {fnume i adresa) SRN producitor
SK | Kéd GMDN Kod EMDN Vyrobea {Nazov a adresa) Jeding registradné &islo (SRN) vyrobou
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici {Isim ve Adres) Uretici SRNsi
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {Name and Address)
BG | Yawenmomole npeactaguten (MMe H EPH ©a ynuLnHOMOLUSHHA NpeacTaBHTEN [Ipox3sencko OT (MACTO HA TIPOHIBOACTBO) (HME H aapec)
ampec)
CS | Zplnomocniny zastupce (nazev a adresa) Jeding registratni ¢islo zplnomocngného Vyrobeno (misto viroby)
zastupee (nazev a adresa)
DA | Autoriseret representant (navn og adresse) | Autoriserct reprsentants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmichtigten Hergestellt von (Heistellungsstandort)
(Name und Adresse)
EL | Efovsobompéves Avoapésamos (Ovope | SRN EEouoioSotnuévon AVIerposdmon Koraokevaleron ome (Epyoctacio tapayeyic)
K AgvBuven) {(Ovopaoio xw Aighiguven)
ES | Representante autorizado (nombre vy SRN {numero de registro (nico) del Producido por (Lugar de fabricacién) (Nombre y direccién)
direccidn} representante autorizado
ET | Volitatud esindafa (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse} Numeéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovladtencyg zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi Gyanté (gyantas helye)
regisztracios szdma (SRN) (név és e¢im)
IT Mandatarie (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indirizzo}
LY | Pilnvarofais parstavis {nosaukums un Pilnvarota parstavja vienotais registracijas | Razols (razoSanas vieta)
adrese) numuis (VRN (nesaukuims un adrese)
LT | lgaliotasis atstovas (pavadinimas ir [zaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas ir adresas)
adresas) numeris
NO | Autorisert representant (navn og adresse) Den auteriserte representantens SRN Produsert av {produksjonssted)
(navn og adresse)
PL | Upowazniony pizedstawiciel {nazwa i Nispowtarzalty numer rejestracyjny Wyprodukowano przez (migjsce produkeji)
adres) upowaznionego przedstawiciela {nazwa 1 adres)
PT | Mandatario (Nome & Morada) Nitmero tnice de registo do mandatirio Produzido por (Local de fabrico)
(Nome ¢ Motada)
RO | Reprezentant autorizat {nume $i adresi) SRN reprezentant autorizat Produs de citre (focatie productie) {nume si adresa)
SK | Autorizovany zistupca (ndzov a adresa) Jeding registrané Cislo (SRN) Vyrobené (miesto viroby)
autorizovaného zdstupcu {ndzov a adresa)
3V | Aukteriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici { Uretim Tesisi}

{isim ve Adres)
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EN

Notified Body {Name and Identification Number)

Conformity Assessment Procedure

BG | Horngmumpaw opras (MM 0 nASHTH{HHKAIHOHEH HOMEp} [Mpougaypa 24 OLEHKA HA CHOTRETCTBUETO
s Ozndmeny subjekt {nazev a identifikadni &islo) Postup posuzovani shody
DA_| Bemyndiget organ (navn og identifikationsnummer) Overenssternmelsesvurderingsprocedure
DE | Benannte Stelle (Name und Identifikationstiummer) Konformitdtsbewertungsverfahren
EL | Kowomomptvog Opyaviapds (Ovope ket Apionss Awdkeoic aiioAdynons cuppappecng
TRVTOMCGNG)
ES Organismo Notificado (nombre y niimero de identificacion Procedimiento de evaluacion de la conformidad
ET _| Teavitatud asutus (nimi ja identifitseerimisnumber) Vastavushindamismenetiug
FR Organisme notifié {nom et numéro d'identification) Procédure d’évaluation de la conformité
HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU | Bejelentett szervezet (név &s azonositd szam) Moegfeleléségéntékelési eljaras
IT Organismo notificato (nome & numero di identificazione) Procedura di valutazione della conformita
LV | Pilnvarotd iestade (nosaukums un identifikdcijas numurs) Atbilstibas novEntEganas procedira
LT | Motifikuotoii jstaiga (pavadinimas ir identifikacinis numeris) Atitikties veriinimo procedfira
NO | Meldt organ {navn og identifikasjonsnummer) Framgangsmdte for samsvarsvurdering
PL Jednostka notyfikowana {nazwa i numer identyfikacyjny) Procedura oceny zgodnogei
PT Organismo Notificado (Nome e Nilmero de Identificagio) Procedimento de avaliacio da conformidade
RO [ Orpanism notificat (nume si numar de identificare) Procedurd de evatuare a conformitatii
SK | Notifikovany organ {Nazov a identifikaéné gislo) Postup posudzovania zhody
SV | Anmilt organ (namn och identifikationsnummer) Férfarande fir bedémning av dverensstaminelse
TR__| Onaylannus Kurulus {Isim ve Tanim Nurnarasn Uygunluk Degerlendirme Prosediiri
EN | Quality Management System Annex IX Chapters I and 111,
Including an assessment of the techmical documentation for devices concerned on the basis of representative samples
BG | Cucrema 3a ynpasnenne Ha kauecTrOTO LIpsnowenne [X, riagh 1 i 1,
BRMOMWTCIHO OLCHKA HA TEXHAMSCKATA NOKYMEHTALNA HA CLOTBETHHTE M3ACNNA BE3 OCHOBA HA NPEACTABHTENHN MpobH
C§ Systém fizeni kvality Priloha IX Kapitoly 1 a 11,
véetne posouzeni technické dokumentace dotéenych prostiedki na zdklad& reprezentativnich vzorkd
DA | Kvalitetsstyringssystem Bilag X kapitel 1 og II,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pil baggrund af repraesentative praver
DE | Qualititsmanagementsystem Anhang [X Kapitel I und III,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage reprisentativer Stichproben
EL | Ebompe Awgsipong Mowmtag Mopéprnuea IX Kedho 1w 1L,
cuprepepfivero aliohdynoi} 10V TEVIKOD GaKELOY Yta APOidvEE TOU sCevalovra pe Phoy evrposumevTin Seiypore
ES Sistema de Gestion de Calidad Anexo IX, capitutos [ v 111,
se incluye una evaluacion de la docwimentacion técnica para fos productos afectados sobre ia base de muestras representativas
ET | Kvaliteedijultimissiisteem IX lisa I ja TIl peatitkk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pithijal
FR | Systéme de gestion de fa qualité Annexe IX Chapitres 1 et 111,
Inclut une évaluation de ta documentation technigue pour les dispositifs concernds, sur la base d’échantillons représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja 1, i [1L,,
ukljudujuéi ocjenjivanje iehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih vzoraka
HU | Mindségiranyitasi rendszer 1X. melléklet, 1. és 111 fejezet, ideértve az crintett eszkozok miiszaki dokumenticidjanak reprezentativ mintak alapjan valé
éntékeldsét
IT Sistema di gestione della qualiti Allegato 1X Capitoli I & I11,
cotnpresa una valutazione della decumentazione teenica per i dispositivi interessati sulla base di campioni rappresentativi
LV | Kvalitates vadibas sistéma IX pielikuma 1 un I1I nodala,
tostarp attiecTgo feriéu tehniskds dokumentacijas novertgjums, pamatojotics uz reprezentativiem paraugiem
LT | Kokybés valdymo sistema IX priedo I ir Il skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remianiis tipiniais pavyzd#iais
NO | Kvalitetsstyringssystem Vedlegg IX kapittel [ og 111,
inkiudert en vurdering av den tekniske dokumentasjonen for aktuelt vtstyr pi grunnlag av representative praver
PL | System Zarzadzania Jakoscia Zatacznik IX, Rozdziaty 1 oraz [11,
w tym ocena dokumentacji technicznej danyeh wyrobdw na podstawie reprezentatywnych pribek
PT | Sistema de gestio da qualidade Anexo IX Capituios 1 e ItI,
Incluindo uma avaliagio da documentagén técnica pasa os dispositivos em guestio com base em amostras representativas
RO | Sistemul de management al calitati: Anexa IX, Capitolele 1 gi III inclusiv o evaluare a documentatiei tehnice pentru dispozitivele in cauzi pe baza unor
probe reprezentative.
SK | Systém riadenia kvality Priloha IX Kapitoly 1 a III, vritane postdenia technickej dokumentacie prislusnych pomdeok na zaklade reprezentativaych
vzoriek
SV | Kvalitetsledningssystem Bilaga [X Kapitel I och III,
Inkfusive en bedémming av den tekniska dokumentationen fr berdrda produkter som grundar sig pa representativa urval
TR | Kalite Yonetim Sistemi Ek IX Béliun | ve [I

Temsiti numuneler bazinda ilgili cihazlar igin teknik doktimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG | EC Cepridmkar M OBy cnsunpuranmy (OCY TBHO HAMMEHOBAHHE

CS | Cislo certifikatu EU Spoletné specifikace Cely nazev

DA | EU-certifikatnummer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name

EL Appde mororommikon: EE Kowic mpodurypagie (KIT) IMAfpng evoposic

ES Niamero certificado UE Especificaciones comunes Nombre completo

ET | EL-i sertifikaadi nr Ultsed kirjeldused Téisnimi

FR N° cenificat UE Specifications communes Nom complet

HR | EU potvrda br. Zajednitke specifikacije (,CS*} Puni paziv

HU | EU-tanisitviny szima Egységes eléirisok Teljes név

IT N° del centificate UE Specifiche comuni (SC) Nome completo

LY ES sertifikata Nr. Kopigas specifikicijas Pilns nosaunkums

LT ES sentifikatas Ne, Bendrosios specifikacijos Vardas ir pavardé

NO | EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certytikatu UE Wspdlne specyfikacie {mie i nazwisko

PT Certificado UE N® Especificagies comuns Nome completo

RO Nr. certificat UE: Specificafii comune (CS) Numele complet

SK Certifikat EU &, Spolo&né $pecifikacie Cely nizov

sV Numnmer pi EU-intyg Gemensamma specifikationer Fullstindigt namn

TR AB Sertifika Numaras: Genel Spesifikasyonlar (GS) Adr Sovadi

EN_ | Function Signed for, and on behalf of Date Issued

BG JINBIKHOCT TTOANHCAHO 23 1 OT BMETO Ha JlaTa Ha u3napane

Ccs Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Asimovpryic YROYRAMSTON Y1l KU £K NEPOUC TOV/TNG Hpepounvin fkdoong

ES Funcion Firmada por, ¥ en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle pooit ja nimel) Viljaandmise kuupiiev

FR Fonction Signé par et au nom de Date d'établissement

HR__i Funkcija Potpisano za i u ime Datum izdavanja

HU | Beosztas Alaird a kovetkezd képviseletében és Kiadis dituma
ngveben

1T Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $8das personas vard3 Izdoganas datums

LT Pareigos Subjekto, kurio vardu pasiragoma, 15davime data
pavadinimas

NO | Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funciio Assinado e em nome de Data de emissio

RO | Funciia Semnat pentru si in numele Data eliberirii

SK Funkgia Podpisané za a v mene Détum vydania

sV Funktion Undertecknat for och pi uppdrag av Datumn for utfirdande

TR Girevi Narnina ve temsilen imza Diizenlenme Tarihi

EN_ | Supersedes _Signature Date of Approval

BG JamecTra [oanne Jlata Ha caodpeHHe

CS | Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato

DE | Ersetzt Unterschrifi Datum der Genehmigung

EL | Avorkabwri Yaoypuoi Hpepopnvia éykpans

ES Sustituye Firima Fecha de aprobacion

ET Asendab Alikin Heakskiitmise kuupéev

FR | Annule et remplace Signature Date de I'autorisation

HR. | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezd dokumentumot: | Aldiras Jovahagyis datuma

iT Sastituisce Firma Data di approvazione

LY | Aizstij Paraksts Apstipring§anas datums

LT Pakeidia Paragas Patvirtinimo data

NG | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovacgéo

RO | Inlocuitor Semngturg Data aprobirii

SK Naliradza Podpis Détumn schivalenia

SV Erséitter Namnteckning Datum for podkinnande

TR__| Yerini aldigi belge Imza Onay Tarihi
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EN Place Issued Effective {(Date or Lot Number)

BG MpcTo Ha H3paBamHe B cuia oT/3a (dara win HoMep ua naprhaa)

¢S | Misto vydani Uginné od (datum nebo Cislo 3arze)

DA | Udstedelsessted lrafttreedelse (dato eller Jothummer)

DE | On Giiltig ab (Patum oder Chargenbezeichnung)

EL Témog Ekboonc Ze 1oy amo {Huepounvia fj ap. napridug)

ES Expedida en Efectiva (fecha o ndmero de lote}

ET Viitjaandmise koht Jdustuming (kuupéiev v5i partiinumber)

FR Lieu d’établissement Enirée en vigueur (date ou numém de lot)

HR | Mjesto izdavanja Stupa na snagu (datum ili broj sérije)

HU | Kiadés helye Hatalybalépés {danam vagy tételszdm)

iT Luogo di rilascio Valido da {data o nmnero di lotto)

LY |} Izdos vieta Spéka no (datums vai partijas numurs)

LT lidavime vieta Jsigalioja {data arba partijos numetis)

NO | Utstedelsessted Gielder fia {dato eiler lotnymmer)

PL Miejsce wydania Obowigzuje od (data Iub numer partii)

PT Local de emissio Efetividade {Data ou mimero de lote)

RO | Locul eliberarii Valabilitate (data sau numirul lotului)

SK_ | Mieste vydania Utinnost od (datum alebo &islo 3are)

SV Plats f6¢ utfardande Verkstalligt (datumn eller lotnummer)

TR Dizenlendigi Yer Yarirlok (Tarih veya Lot Numarasi)

EN | I, the undersigned, lereby declare that the in vitro diagnostic medical device(s) described above confornl with the applicable provisions of the
Regulation {(EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices, This
declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG | A3, nonynoANHCaHUAT, ¢ HACTOAWOTO ACKNZPHPAM, Ye POPEOTHCAHOTO(HTE) MEAMIHCKG(H) H3ASNHE(H)} 38 KHRHTPO AHATHOCTHRA OTTOBapA(T) Ha
RpunowHMITE pasnepeatn va Permament (EC) 2017/746 na Esporneiickug napnamest 1 na CreeTa oT 5 anpua 2017 r. 0THOCHO MEAMLMHCKHTS
W3ACMHA 33 HHBHTPO AnaruocTika. Tasn nexnapauna ¢ nanpasena & ceoTaercTore ¢ [punosenne IV na Peraaventa 3a [VD # 3a HeliHOTO H3naBaHe
CITOBOPHGET HOCH EIMHCTBEHO [IPOHIBOAMTENAT,

C8 | Ja, niZe podepsany(-a) timto prohlasuji, Ze diagnosticky(-¢) zdravotnicky(-€) prostiedek (prostiedky) uvedeny(-¢) v¥ie je (jsou) ve shodé s peisluingmi
ustanovenimi Nafizeni Evropskéhe parlamentu a Rady (EXJ)) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedeich in vitro. Toto
prohléSeni je v sonladu s Pfilehou 1V Nafizeni IVD a je vydano na vyhradni odpovidnost vyrobee,

DA | Jeg, undertegnede, erklzrer herved, at det in vitre-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er | overensstemmelse med de gxldende
bestemmelser | Europa-Parlamentets og Rédets forordning (EU) 201 7/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaenng
afgives i overensstemmelse med 1VD-forordningens bilag 1V og udstedes under fabrikantens eneansvar.

BE | Ich, der Unterzeichner, erklire hiermit, dass das oben beseliriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitre-Diagnostika die
entsprechenden Bestimmungen det Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-
Diagnostika erfiillen. Diese Erklirung erfolgt gemiif} Anhang 1V der IVD-Verordnung und wird unter alleiniger VYerantwortung des Herstellers
ausgestellt.

EL | Ey, ¢ unoypdgav Sikdve Ue t Tapiv 0T) 7o Kpoavapepdpieve SIeyvaoTied 1atpoteyvokoyixd mpotovee CULHOPREVOVTEL BE TIS 1oyiouTes SaTatag
o Kavoviopoed (EE) 2017/746 tov Evporolcod Kowopoviiov ko wov vpfoviov the 5% Anpikiov 2017 oxetled pe o in vitre SlecyvioTud
wrporexvokoyucd npotovre. H Sihoon auoi yivetm copgova pe o Nepipmpa IV 1ov Kavoviepob IVD ket exdidete pg anosheiotid svbivn Tov
KOTUGKEURGTY)

ES | Yo, el abajo finnante, por la presente declaro que el(los) producto{s) sanitario(s) para diagnéstico in vitro descrilo(s) anteriormente curmnple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Eutopso y del Consejo del 5 de abril de 2017 sobre productos sanitarios para
diagnastico # vitre. Esta declaraci6n se realiza en conformidad con el Anexe 1V del Reglamento IVD y es emitida bajo la responsabilidad tinica del
fabricanie,

ET | Mina, allakirjutany, kinnitan, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017,
aasta midruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohla) kohaldatavatele satetele. See deklaratsioon on koostatud vastavale [VI
midruse [V lisale ning selle viljastamise eest vastutab ainult tootja.

FR | Je soussigné(e), déclare par la présente que le(s) dispositifis) médical(aux) de diagnostic i vitre indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseit du 5 avril 2017 relatif aux dispositifs médicaux de
diagnostic in vitro. Cette déclaration est établie conformément 4 I’ Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR | Ja, niZe potpisan/a, ovim putem izjavljujem da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe
{EU) 2017/746 Europskog parlamenta i Vijeca od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima.

Ova je izjava sastavljena u skiadu s Prilogom IV, Uredbe IVD i izdaje se pod iskljutivom odgovomoséu proizvodata,

HU | Alulirott ezennel kijelentem, hogy a fent lefrt in vitro orvostechnikai eszkz{tk) megfelel(nek) az Furdpai Parlament &s a Tandcs in vitro diagnosztikai
orvostechnikai eszktzokrfl sz616 (EUY 2007/746 (2017, aprilis 5.) rendelete (1VD rendefet) vonatkozs rendelkezéseinek, A jelen nyilatkozat megfelel az
1VD rendelet IV. mellékletében foglalt eléirdsoknak, és a gydrtd kizardlagos feleldssége alapian kerillt kiadasra,

IT | lo, sottoscritio, con la presente dichiare che il dispositivo(i) medico-diagnostico in vitre sopra descritto & conforme alle disposizioni applicabili del
regolamento (UE) 2017/746 del Parlamento eurcpeo e del Consiglio del 5 apiile 2017 relativo ai dispositivi medico-diagnostici in vitre. Questa
dichiarazione ¢ redatta in conformitd all'allegato 1V del regolamento 1VD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV | Es, apakia paraksiijies, ar 3o pazinoju, ka ieprieks aprakstita(-s} in vitro diagnostikas mediciniska({-s) ierfce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem@rojamajiim prasibdm par in vitro diagnostikas medicTniskam ierfegm. ST deklaracija ir sagatavota
saskand ar I'VD regulas IV pielikumu un ir izdota vienTgi uz raZotdja atbildibu.

LT | A8, toliau pasirades (-iusi), pareiikiu, kad ankstiau minéta (-os) ir vitro diagnostikos medicinos priemoné {-&s) atitinka 2017 m. balandzio 5 d. Europos
Parlamento ir Tarybos reglamento {ES) 2017/746 dél i vitro diagnostikos medicinos priemeniy taikomas nuostatas. 8i deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir iSduota tik gamintojo atsakomybe,

NO | Undertegnede erldzrer herved at utstyret til in virro-diagnostikk sotm er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments-
og ridsforordning {EU) 2017/746 av 5. april 2017 om medisinsk utstyr tif in vifro-diagnostikk. Denne erklzringen er ularbeidet i overensstemmelse med
vediegg IV i IVD-forordningen og er wtstedi under produsentens eneansvar.

PL | Ja, niZej podpisany(-a), niniejszym oswiadczam, 2e wymieniony{-¢) powyzej wyréb(wyroby) medyczny(-e} do diagnostyki in vitre spelnial5ja)
odpowiednie wymaganiz Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobéw medycznych
do diagnostyki in vitro, Ninigjsza deklaracja zostala sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR i wydana na wylgezng
cdpowiedzialnosé producenta.

PT | Eu, abaixe assinado, declaro que os dispositivos médicos para diagndstico in vitre descritos acima estdio em conformidade com as disposigies aplicaveis

do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselhio, de 5 de abril de 2017, relativo aos dispositives médicos para diagndstico in
vifro. Esta declaragio é feita em conformidade comn o anexo BV do Regulamento [VD e € emitida sob a exclusiva responsabitidade do fabricante.
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RO

Subsemmnatul, declar ¢a dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro deserise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE} 2017/746 al Parlamentului European §i al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratic este emisa in conformitate cu anexa IV la Regulamentul IVD gi esie emisi sub responsabilitatea exclusiva a produgcitorului.

SK

Ja, delupodpisany(-4), tfmto vyhlasujem. Ze diagnostickif-€) zdravotnicka(-e) poméeka(-y) uvedeni(-€) vysie je (si) v zhode s pristudnymi
ustanoveniami Natiadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagoostickych zdravotnickych poméckach in vitro. Toto
vyhlasenie je v sidade s Prilohou 1V k Nariadeniu [VD a vydava sa na vyhradmi zodpovednost vyrobou,

SY

Jag, undertecknad, forsdkrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tiliimpliga bestdmmelserna i Europaparlamentets och ridets forordning (EU) 2017/746 av den 5 april 2017 om medicinickniska produkter for in vitro-
diagnostik. Denna forsdkran girs i enlighet med bilaga TV tili IVD-firordningen och utfardas under tillverkarens enskilda ansvar.

TR

Ben, agagtda imzas1 bulunan, yukarnda belirtilen in viteo diagnostik medikal cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Direkiifi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hokimlerine uyzun oldugunu beyan ederim. Bu beyan }VD Direktifi Ek 1V uyarinca
yapilemstir ve jireticinin miinhasic sorumlulugu altindadr.

End of document
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CI Abbott
L3 L]
Declaration of Conformity

Certificate Identification: DoC-2K91-SD DLK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN i . ; "
Size Code of Devices Code Names and Description of Devices Classification
2K91-24 60976 ARCHITECT CA 19-9x Reagent Kit Self-declared
2K91-32 60976 ARCHITECT CA 19-9xx Reagent Kit Self-declared
2K91-39 60976 ARCHITECT CA 19-9 x» Reagent Kit Self-declared
2K91-03 38225 ARCHITECT CA 19-9 x» Calibrators Self-declared
2K91-12 38224 ARCHITECT CA 19-9 x Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Fujirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern, Pennsylvania
documentation (name and address) | 19355, USA.
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: ( : fodg Signature: wo @il ALK

Full Name: Claudia Becker Full Name: fSusanne Ulrich

Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs

Date of Approval: 20 Ve £02) Date of Approval: 7/ Dec| (07
Date Issued: -?'4* ZJ("C i .;75;'7,’
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-June-2019

Effective (Date or _
Lot Number): A~ Deor- 2024




Declaration of Conformity

Certificate Identification: DoC-7K68- AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
7K68-22 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-27 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-32 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-35 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-02 38174 ARCHITECT CEA Calibrators Self-declared
TK68-12 38173 ARCHITECT CEA Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site .of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) 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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer,

Signature: /gﬁ v\"*\'\ Signature: / il Iada; e |
S

=

TRtk Nas: Joe Murray Pill-Natne: Lorraine Whitney
Position: Quality Manager Position: Senior Manager Regulatory Affairs
Date of Approval: i T W v Date of Approval: o3 Jo,y (#

Date Issued: o5 Joa (2

Place Issued: AIDD Sligo

Supersedes: 25 Sep 2014

Effective (Date or L B
Lot Number): 09 dor | 4




Abbott IVDD Declaration of Conformity Attribute Update Letter

1

List Number and Size Code Name and Descriptions of Devices GMDN Code
7K72-20 ARCHITECT Estradiol Reagent Kit 60979
7K72-25
7K72-35
7K72-01 ARCHITECT Estradiol Calibrators 38249
7K72-10 ARCHITECT Estradiol Controls 38248
7K72-50 ARCHITECT Estradiol Manual Diluent 58237
Legal Manufacturer Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)

Authorized European N/A

Representative

(Name and Address)

Storage Site of Technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Documentation

(Name and Address)

This letter must be used in conjunction with the Declaration of Conformity issued in accordance with In Vitro Diagnostic Directive

98/79/EC.

Declaration of Conformity
Identification

IVD Directive 98/79/EC ARCH Estradiol EU DOC-effective date 06 Jun 2019

Description of updated Update to GMDN Code.

attributes from IVD Directive | GMDN Code 58208 was made obsolete by GMDN. This has been replaced with new GMDN Code
98/79/EC Declaration of 58237 for 7K72-50 ARCHITECT Estradiol Manual Diluent.

Conformity

This letter documents that the device listed above continues to comply with the In Vitro Diagnostic Directive 98/79/EC and meets the
applicable transitional provisions of Regulation (EU) 2022/112 of the European Parliament and the Council of 25 January 2022 and is
considered a non-significant change per MDCG 2022-6 (Guidance on significant changes regarding the transitional provision under

Article 110(3) of the IVDR).

Full Name: David Spellman

Function: Director Quality Assurance/Site Quality Head

Signature: /’f;i/'{/é"'_“

Date of
Approval: Z [ Ub ) e 3
|I.’,I - -
Date Issued: 2.t Vov 2023

Full Name: Rosemary McEntire

Functionganager Regulatory Affairs
Signature! __- u C Q\_{ S\,-\ AL
Date of \ =
Approval: D\ NOV G023

Lisnamuck, Longford, Co. Longford.
Place Issued: Ireland.

Effective (Date e dlws P
or Lot Number): & ,-'("LW w? 3




a ABBOTT

Declaration of Conformity

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

07K72
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Treland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
TK72-20 66979 ARCHITECT Estradiol Reagent Kit Self-declared
TK72-25
TK72-35
TK72-01 38249 ARCHITECT Estradiol Calibrators Self-declared
TK72-10 38248 ARCHITECT Estradiol Controls Self-declared
TK72-50 58208 ARCHITECT Estradiol Manual Diluent Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ireland.

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 ITI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: ‘ft_;"(;b_%n Iﬁ'vlg W Signature: Az iy Gl theq

Ful Sines Siobhan Wright Full Name: Lorraine Whitney

Position: Director Quality Assurance/  Position: Senior Manager Regulatory Affairs
Site Quality Head

Date of Oo- Jun - 19 Date of b Sun 209

Approval: Approval:

Place Issued Abbott Ireland Diagnostics Division,

Date b - Juv -19
Issued:
Supersedes 29 April 2019

Lisnamuck, Longford, Co. Longford, Ireland.

Effective (Lot )
number or date) gl - dyN-17y
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L

Declaration of Conformity

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

DoC-8K41-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Storage site of technical
documentation (name and address)

1-1, Nihonbashi-Muromachi 2-chome

Chuo-ku, Tokyo 103-8338, Japan

Kagamida Factory
1359-1 Kagamida, Kigoshi
Gosen-shi, Niigata, 959-1695, Japan

List Numbers and GMDN 5 g ; ; ;
Size Code of Deviees | Code Names and Description of Devices Classification
8K41-28 54237 ARCHITECT Insulin Reagent Kit Self-declared
8K41-03 42091 ARCHITECT Insulin Calibrators Self-declared
8K41-12 42092 ARCHITECT Insulin Controls Self-declared
Authorized European N/A
Representative (name and address)

Denka Co., Ltd.

Head Office

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: ( : h(f lee L Signature:

Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:

Date of Approval: At M buj 2022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

/P[(, VT € ’wé;L!’.’-—

'éusanne Ulrich

Assoc. Director Regulatory Affairs

17 ) /%y |2

';-'f’&.r-‘.’""r'

65205 Wiesbaden, Germany

12-Oct-2021

AE - ST v- 2822
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) Abbott

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

Declaration of Conformity

DoC-7K70-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

7K70-20 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
TK70-25 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
TK70-30 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
7K70-35 54665 ARCHITECT Total PSA Reagent Kit Annex II List B
7K70-01 38208 ARCHITECT Total PSA Calibrators Annex IT List B
7K70-10 38207 ARCHITECT Total PSA Controls Annex II List B

Authorized European

Representative (name and address) NA

Notified Body (name and address)
Ridlerstrafie 65
80339 Munich
Germany

TUV SUD Product Service GmbH

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.

oL
Signature: N. WALSH oz EN
Full Name: VJ oe Murray

Director Quality Assurance/Site

Position: Quality Head
Date of Approval: 2 $Kx/V |9
Date Issued: 25 [ev 29
Supersedes: 16 October 2019

S N

Signature:
Full Name: Noel Haren
Position: Manager Regulatory Affairs

25 Nov 2019

Date of Approval:

Place Issued: AIDD Sligo
Effective (Date or
Lot Number): 25 n c ¢ Cj

X Rof oA e Mé’jm&“
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Abbott
Declaration of Conformity
Certificate Identification: 08D15SLC IRIS V7.0
Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, I1. 60064 USA
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
8D15-25 54125 ARCHITECT Cortisol Reagent Kit Self-declared
8D15-35 54125 ARCHITECT Cortisol Reagent Kit Self-declared
8D15-02 54126 ARCHITECT Cortisol Calibrators Self-declared
Authorized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company LLC
(Name and Address) a part of Thermo Fisher Scientific Inc.
8365 Valley Pike, Middletown, VA 22645-1905

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices desciibed 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 I of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Signature:

7
Elizabeth Wernquist Full Name:
Director QA, LC Site Position:
27 ot ZCQ' ) Date of Approval:
8 Novtniber ZO2/ Place Issued:
/ -./c/é\ z207./ Effective (Date or

J

Lot Number):

Jacek Gorzowski

Associate Director Regulatory Affairs
8 Novesrbesr 20Z/

Abbott Laboratories Diagnostics Division
Abbott Park, IL 60064 U.S.A.

& Moyt wber ZOZ¢
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Declaration of Conformity

Certificate Identification: TK63

Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division

Legal Manufacturer’sA ddress:

Lisnamuck, Longford, Co. Longford, Ireland

List Numbers GMDN Code

Names and Description of Dev Classification
and Size Code ple s
of Devices
7K63-27 54417 ARCHITECT Free T; Reagent Kit Self-declared
7K63-32
7K63-37
7K63-02 38261 ARCHITECT Free T; Calibrators Self-declared
7K63-12 54418 ARCHITECT Free T; Controls | Seif-declared
Authorized European N/A
Representative
(Name and Address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
(Name and Address) Ireland
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: ﬁw %?;Jfk/ Signature: /(mwa.‘x (/’Lt/'\-tj
Full Name: Siobhan Wright Full Name: Lorraine Whitney
Position: Director Quality Assurance/ Position: Senior Manager
Dlll‘:;f Ol- HAY- 1o WO Date of Approval: O Ay 2020
O - MAY-10L ‘ 08 Divisson,
Date [ssued: - ik, Lovglird O on

Place Issued: | isnamuck, Longford, Co. Longford,
Ireland.

Supersedes: 24-April-2019 Effective Dateor o) . YA Y - Wolo

Lot Number):



a Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DoC-6C32-All DELK

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
6C32-20 48331 ARCHITECT HBeAg Reagent Kit (4x100 Tests) | Annex II List A
6C32-25 48331 ARCHITECT HBeAg Reagent Kit (1x100 Tests) | Annex IT List A
6C32-01 42007 ARCHITECT HBeAg Calibrators Annex IT List A
6C32-10 42008 ARCHITECT HBeAg Controls Annex II List A
Authorized European N/A

Notified Body (name and address)

LRQA Limited, Hiramford, Middlemarch Office Village, Siskin

Drive, Coventry, CV3 4FJ England

Notified Body number

0088

Approval Certificate No.

0088/0964174/00035

Storage site of technical
documentation (name and address)

Abbott GmbH & Co. KG, Max-Planck-Ring 2, 65205 Wiesbaden,
Germany, 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.

Signature:

Full Name:

Position:

Date of Approval:

Signature:

g. (QJJL, oy b?

Stefanie Leschonsky
Manager Quality

12 . Nov.

201y

Full Name:

Position:

Date [ssued:
Place Issued:
Supersedes:

Effective (Date or
Lot Number):

Date of Approval:

J 4
fusouee L6

Susanne Ulrich

Senior Manager Regulatory
Affairs/
Site Operations Germany

//'yc- | A/ [ o4 (/

2. Lot 2oy

65205 Wiesbaden, Germany
14-Jul-2010

6C32-20 Lot# 46012L100/-01/-02
6C32-25 Lot# 46016L100
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Abbott EU Declaration of Conformity

Basic UDI-DI: 038074 ARC0620)X
Basic UDI-DI Name: ARCHITECT Texo IgM
Risk Class: Class C

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
6C20-25 ARCHITECT Toxo IgM Reagent Kit 52442 W0105050103
6C20-35 ARCHITECT Toxo 1gM Reagent Kit 52442 Ww0105050103
6C20-01 ARCHITECT Texo IgM Calibrator 42163 WO0105080905
6C20-10 ARCHITECT Toxo [gM Controls 42164 W0105080805
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
{Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
{(Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address) _ _
Notified Body TUV SUD Product Service GmbH
{Name and Identification Number) RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
) Annex [X Chapters | and ILI, No. V12 010051 0137
Conformity Assessment Procedure including an assessment of the technical
documentation for devices concerned on
the basis of representative samples.
Common Specifications (CS) N/A

We, the undersigned, hereby declare that the in viro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on [n Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issved under the

sole responsibility of the manufacturer,

Full Name: Lisa-Marie Herzig Full Name: Ursula Koehl
Function: Manager Quality Systems Function: _Senior Manager Regulatory Affairs
1
Signature: Signature: ( M é"

Apg:;i;f QQQS— M‘M Date of Approval: //L’ - /Lbu - ZO ZSI

Signed for, and
on behalf of:  Abbott GmbH, Wiesbaden, Germany

Date 1ssued: ,// = % // = 4—7 (74 2.5_ Place Issued: 65205 Wiesbaden, Germany

Effective (Date

Supersedes: _30-April-2024 o Lot Number. N~ Sy~ L2275




EN | EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name Risk Class
BG | EC AEK/APAIIMA 3A CBOTBETCTBHE Basoe UDI-DI Haumernosanue Ha $azos Knac cnopen prcka
UDI-DI
C8 EU PROHLASENI O SHODE Zikladni UDI-DI Nazev zikladniho UDI-DI Rizikova tfida
DA | EU-OVERENSSTEMMELSESERKLAERING Grundizggende UDI- | Grundlzggende UDI-DI- Risikoklasse
DI navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DL Easis—UDl-Dl MName Risikolklasse
EL AHAQEH TYMMOPOQIHE EE Bagd UDI-DI Ovouagie fucwon UDI-DE | Kaoyopia kivivou
ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Bisico Clase de riesgo
ET__ | ELi vastavusdeklaratsioon P3hi-UDI-DI P3hi-UDI-DI nimi Riskiklass
FR__| Déclamtion de conformité UE IUD-1D de base Nom IUD-ID de base Classe de risque
HR | EUIZ}AVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI Klasa rizika
HU | EU-MEGFELELQSEGI NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI neve Kockazati osztaly
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-Di di base Classe di rischio
LV | ES awbilstibas deklaricija Pamata UDI-DI Pamata UDI-DI nosaukums | Riska klase
LT | ES ATITIKTIES DEKLARACUA Bazinis UDI-DI Bazinio UDI-D1 Rizikos klasé
pavadinimas
NQ | EU-samsvarserklzring Grunnleggende UDI- | Grunnleggende UDI-DI- Risikoklasse
Dl navo
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI | Klasa ryzvka
PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bésico Classe de risco
RO | Declamafia de Conformitate UE UDI-D de bazd Nume UDI-DI1 de bazd Clasd de risc
SK | EU VYHLASENIE O ZHODE Zakladny UDI-DI Nizov zakladného UDI-DI__| Rizikova trieda
SV | EU-FORSAKRAN OM Grundliggande UDI- | Namn pa grundlaggande Riskklass
OVERENSSTAMMELSE Dl UDI-Dl
TR | AB Uygunluk Beyan Temel UDI-DI Temel UDI-DI [smi Risk Simfi
EN | List Number and Size Code Product and Trade Name
BG | Karanowen HOMep H KOO Ha pazmepa HMe Ha NPOJYKTA H THPrOBCKO
HIHMEHOBAHHE
CS | Katalogové fislo a koncové dvojéisli Nazev produktu a obchodni nizev
uréujici velikost soupravy
DA | Bestillingsnummer og storrelseskode Produki- og varemzrkenavn
DE | Bestellnummer und GriBencode Produkt- und Handelsname
EL | Kodwdg Mpoidviog kar Kodikdg Npoidv ken Epnopud Ovopacia
TUSKELGTIag
ES | MNiumero de referencia y codigo de tamaiio Producto y marca comercial
ET Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR | Référence Nom de produit <t de marque
HR | Kataloski broj i oznaka pakiranja Naziv proizvoda i zadti¢eni naziv
HU | Listaszam és készletkiszerelés-kdd Termék- és kereskedelmi név
IT Numero di listino e codice formato Prodotto ¢ nome commerciale
LV | Kataloga numurs un izméra kods Produkta nosackumns un tirdzniecibas
nosaukums
LT Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimai
NO | Bestillingsnummer o storrelseskode Produkt- og handelsnavn
PL Numer katalogowy Nazwa produktu i nazwa handiowa
PT__| Nimero de lista ¢ cédigo de apresentacio Produto & nome comercial
RO | Numdr de listd i cod dimensiune Denumirea produsului si denumirea
comerciald
SK Katalégové ¢islo Nazov produkiu a obchodny nézov
SV Listnummer och storlekskod Produki och firnanamn
TR | Liste Numaras ve Boyut Kodu Uriin ve Ticar Ismi

Page 2 of 7




EN | GMDN Code EMDN Code Manafacturer (Name and Manufacturer SRN
Address)
BG | Koa GMDN Kon EMDN NponssomuTen (WMe U anpec) EPH wa nponisonnvens
CS | Kéd GMDN Kod EMDN Vyrobce (nizev a adresa) Jediné registragni &islo vitobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdikég GMDN Keodikdg EMDN Karaoxevaoris (Ovopa ou SRN (Movaducdg Ap1Bpdg Mnzpoon)
{Ovopetoroyia {Ovoparohoyia AlgoGuvon} Kartooxguaom
WTPOTEVOROYIK DY WTPOTEYVOROYIKDY
TPOIGVTEV) TPOIGVTEV)
ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN {mimero de registro tnico) del fabricante
ET | GMDN-kood EMDN-kood Tootja {nimi ja aadress} Tootja unikaalne registreerimisnumber
FR__| Code GMDN Code EMDN Fabricant (notn ¢t adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodat (naziv i adresa) SRN (jedinstveni registracijski broj}
proizvodaca
HU | GMDN-kéd EMDN-kéd Gryarté (név és cim} Gyartd egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbnicante
LY | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotdja vienotais repistricijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiros | priemoniy nomenklatiiros | adresas)
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cidigo GMDN Cédigo EMDN Fabricante (Nome e Morada) Nimero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producdtor (nume gi adresd) SRN producétor
SK | Kéd GMDN Kad EMDN Vyrobca (Nazov a adresa) Jediné registraéné &islo (SRN) vyrobcu
SV _| GMDN-kod EMDN-kod Tiliverkare {namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {Name and Address}
BG | ¥YDbaHOMOUEH NPENCTABHTEN (HME M EPH Ha ynbIHOMOWEHHR NpeacTaanTeN IMpou3senesio oT (MACTO HA APOUIBOICTEO) (HME H
anpec) anpec)
C8 | Zplnomocnény zistupce (ndzev a adresa) Jediné registraéni &islo zplnomocnéného Vyrobeno {misto vimoby)
zistupce (nazev a adresa)
DA | Autoriseret reprsentant (navn og adresse) | Autoriseret reprassentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollmichtigter (Name und Adresse) SRN des Bevollmachtigten Hergestellt von (Herstetlungsstandonr)
(Name und Adresse)
EL | Efovswdomuévos Aviimpéoanos (Ovopa | SRN Efovowdomuévou Avinmposwunoy Karaokevaleran and (Epyostamo nepayays)
ke Asifuven) {Ovopagia ke Acbiuvsen)
ES | Representante autorizado (nombre y SRN {nimero de registro dnico) del Producido por (Lugar de fabricacién) (Nombre y
direccion) representante avtorizado direccion)
ET | Volitatud esindaja {nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire {(nom et adresse) Nuenéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasieni zastupnik {naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Maziv i adresa)
HU | Meghatalmazon képviseld (név és cim) Meghataimazott képvisels egyedi Gyand (gyanas helye)
regisziracids szama (SRN) (név és cim)
IT Mandatario (notne e indirizzo) SRN (pumero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {nome ¢ indirzzo)
LV | Piinvarotais parstivis (nosaukums un Pilnvarota parstavja vienotais registricijas RaZotdjs (rafodanas vieta)
adrese) nuimurs { VRN) {nosaukums un adrese)
LT | ]galiotasis atstovas (pavadinimas ir |galiotojo atstovo unikalusis registracijos Pagaminta {gamybos vieta) (pavadinimas ir adresas)
adresas) numeris
NOQ | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
{navn og adresse)
FL | Upowamiony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez {(migjsce produkcji)
_adres) upowaznjonego przedstawiciela {nazwa i adres)
PT | Mandatirio (Nome & Morada) Nuamero dnico de registo do mandavario Produzido por (Local de fabrico)
{Nome & Morada})
RO | Reprezentant autorizat {nume §i adres3) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresd)
SK | Autorizovany zastupca (nazov a adresa) Jediné registraéné &islo (SRN) Vyrobené {miesto vyroby)
autorizovandho zéstupcu {ndzov a adresa)
SV | Aukuoriserad representant {namn och Aukioriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
adress)
TR | Yetkili Temnsilei (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(isim ve Adres)
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EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)
BG | Hotuduuupah oprad (MMe H HECHTHOHKAUHOHEH Mpouemypa 3a OUEHKA HA CLOTBETCTBHETO
HOMED)
CS | Oznameny subjeki (nazev a identifikadai islo) Postup posuzoviani shody
DA | Bemyndiget organ {navnog Orverensstemmelsesvurderingsprocedure
identifikationsnummer)
DE | Benannte Stelle (Name und Identifikationsnummer) | Konformititsbewerungsverfahren
EL Kowomompsvog Opyaviopog (Ovopa xey ApiBpoc Awdwosio afwidmong coppdppocng
TELTONOINGNS)
ES Organismo Notificado (nombre ¥ niimero de Procedimiento de evaluacion de la conformidad
identificacién)
ET | Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavashindamismenetlus
FR Organisme notifié {(nom et numéro d'identification) | Procédure d’évaluation de la conformité
HR ! Prjavijeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU | Bejelentett szervezet (név és azonosiié szam) Megfeleidségéridkelési elparas
IT Organismo notificato {nome € numero di Procedura di valutazione della conformita
identificazione}
LV | Pilnvarotd iestade (nosaukums un identifikicijas Altbilstibas novérntésanas procediira
ITNUIS)
LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris}
NO | Meldt organ (navn og identifikasionsoummer} Framgangsmite for samsvarsvurdening
PL | Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnodei
identyfikacyjny)
PT Organismo Notificado (Nome e Nimero de Procedimento de avaliagdo da conformidade
Identificagiio)
RO | Organism notifical (nume §i numar de identificare) | Procedurd de evaluare a conformitdtii
SK__ | Notifikovany organ (Nazov a identifikaéné &islo) Postup posudzovania zhody
SV | Anmilt organ {namn och identifikationsnummer) Forfarande for beddmning av dverensstimmelse
TR | Onaylanmig KEMnlve Tamm Numarasi) Uygunluk Degerlendirme Prosediini
EN | Quality Management System Annex [X Chapters | and 111,
Including an assessment of the techmical documentation for devices concerned on the basis of representative
samples
BG | Cucrema 3a ynpaenenne Ha kavectpoto [lpunoxenne IX, crasn [n 1L,
BKMIIOHHTENHO OLEHKS Ha TEXHHYECKATA LOKYMEHTALKA HA CHOTBETHITE MITENNMA B OCHOBA HA MPEACTABHTENNH Npody
CS Systém Fizeni kvality Piiloha [X Kapitoly [ a ill,
vietné posouzeni technické dokumentace dotéenych prostredki na zdkladé reprezentativnich vzorki
DA | Kvalitetsstyringssystem Bilag IX kapitel | og III,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af repreesentative prover
DE | Qualititsmanagementsystem Anhang 1X Kapitel [ und II1,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben
EL | Zbompe Awgeipiong [lowmtag Mapapmpe IX Kepddaw | ko (1],
cupnspapfaverar efiohdymon Tou tevikod pakéhoy yia xpoidvia tov eketdlovel g Baon avIposwRELTIKG
Selypare
ES Sistema de Gestidn de Calidad Anexo 1X, capitlos 1y (1,
se incluye una evaluacion de la decumentacion técnica para los productos afectados sobre la base de muestras
representativas
ET Kvaliteedijuhtimissiisteem 1X lisa | ja Il peatikk
Sealhulgas asjaomaste scadmete iehnilise dokumentatsiooni hindamist esindavate valimite pShijal
FR | Systéme de gestion de la qualité Annexe IX Chapitres L et ITl,
Inclut une évaluation de Ja documentation technique pour les dispositifs concemés, sur fa base d'échantillons
représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja L i 1L,
ukljuéujuéi ocjenjivanje tehnitke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mindségiranyitdsi rendszer 1X. melléklet, L és l11. fejezet, ideértve az énntett eszkdzok miiszaki dokumenticidjinak
reprezentativ mintdk alapjdn valé értékelését
IT Sistema di gestione della qualitd Allegato IX Capitoli 1 e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni rappresentativi
LV | Kvalitites vadibas sist¥ma IX pielikuma 1 un [1[ nodala,
tostarp attiecizo ierftu tehniskds dokumentacijas novEngjums, pamatajoties uz reprezentativiem paraugiemn
LT | Kokybes vatdymo sistema 1X priedo [ ir Il skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais
NO | Kvalitetsstyringssystem Vedlegg 1X kapittel 1 og Ill,
inkiudent en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative prover
PL | System Zarzadzania Jakoscig Zalycznik [X, Rozdzialy [ oraz 111,
w tym ocena dokumentacji technicznej danych wyrobéw na podsiawie reprezentatywnych probek
PT | Sisterna de gestdo da qualidade Anexo 1X Capitulos I e I,
Incluindo uma avaliagdo da documentagéio técnica para os dispositivos em questiio com base em amostras representativas
RO | Sistemul de management al calitifii Anexa IX, Capitolele 1 5i 11i inclusiv o evaluare a documeniatiei tehnice pentru
dispozitivele in cauza pe baza unor probe reprezentative,
SK | Systém riadenia kvality Priloha IX Kapitoly I a I1I, vrétane posidenia technickej dokumentécie prislusnych pombcok na
ziklade reprezentativaych vzoriek
SV Kvalitetsledningssystem Bilaga IX Kapitel [ och II1,
Inklusive en beddmning av den tekniska dokumentationen for berérda produkter som grundar sig pd represensativa urval
TR Kalite Yénetim Sistemi Ek IX Balim [ ve 111

Temsili numuneler bazinda ifgili cibazlar igin teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG | EC Ceptudukat Ne Qbmu cnenngaxainn (OC) [TeAno HaHMeHOBAHNE

cs Cislo certifikiu EUJ Spoletné specifikace Cely nazev

DA | EU-certifikatnummer Falles specifikationer Fulde navn

DE [ Nr. des EU-Zentifikats Gemeinsame Spezifikationen (G5} Vollstindiger Name

EL Ap1Bpdc motoromnnkod EE Kowie npoduaypepée (KIT) Mirpne ovouadie

ES Numero certificade UE Especificaciones comunes Nombre completo

ET | EL-i sentifikaadinr Uhtsed kirjeldused Téisnimi

FR | N°cenificat UE Spécifications communes Nom complet

HR | EU porvrda br. Zajednicke specifikacije {,.C$") Puni naziv

HU | EU-tanisitviny szama Egységes elbirasok Teljes név

IT N® del centificato UE Specifiche comuni (SC) Nome completo

LV | ES sertifikita Nr. Kopigas specifikicijas Viards un uzvirds

LT ES sertifikatas Nr. Bendrosios specifikacijos WVardas ir pavardé

NO | EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje [mie i nazwisko

PT | Certificado UE N° Especificacdes comuns Nome completo

RO |} Nr. cenificat UE: Specificatii comune (CS5) Numele complet

SK__{ Cenifikit EU &, SpoloZné Specifikicie Cely nazoy

SY | Nummer ps EU-intyg Gemensamma specifikationer Fullstindigt namn

TR | AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ads Soyadi

EN | Function Signed for, and on behalf of Date Issued

BG | Hneweoct Monn#cado 3a W OT HMETO HA Jata na HigasaKe

CS Funkce Podepsdno za a jménem Datum vydini

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE | Funktion Unterzeichnet fiir und im Aufirag von Datum

EL | Aswoupyia YROYPEPETAL YIx KoL €K péPOLS Tov/me Hpepounvia éxdoong

ES | Funcion Eirmada por. y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupdev

FR Fonction Signé par et au nom de Date d'établissement

HR | Funkcija Poipisano za i u ime Datum izdavanja

HU | Beosztas Alaird a kovetkezd képviseletében és Kiadas datuma
nevében

IT Funzione Firmato a nome ¢ per conte di Data di rilascio

LV | Amats Parakstits adas personas vardd [zdoganas datums

LT | Pareigos Subjekto, kurio vardu pasirajoma, I3davimo data
pavadinimas

NGO ] Funksjon Signen for, og pi vegne av Utstedelsesdato

PL Funkcija Podpisano w imieniu Data wydania

PT Fungao Assinado ¢ em nome de Data de emisséio

RO | Functia Semnal pentru $i in numele Data eliberdrii

SK | Funkcia Podpisané za a v mene Détum vydania

SV__| Funktion Undertecknat fir och pd uppdrag av Datum for utfardande

TR | Gorevi Namina ve ternsilen imza Diizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG | 3amectea [Moanue Java na onoBpenne

CS | Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato

DE | Ersetzt Unterschrift Datum der Genchmigung

EL | Avoxehotd Y noypagt Hpepopnvie £ykpisns

£5 Sustituye Firma Fecha de aprobacion

ET | Asendab Allkiri Heakskiitrnise kuupiev

FR ] Annule ei remplace Signature Date de l"aulorisation

HR__| Zamjenjuje Potpis Datum odobrenja

HU | Hatdtytalanitja a kivetkezd Alairas Jovahagyas datuma

dokumentumol:

(13 Sostituisce Fimma Data di approvazione

LV | Aizsij Paraksts Apstiprini$anas datums

LT | Pakeitia Para$as Patvirtinimo data

NQ | Erstatter Signatur Godkjenningsdato

PL | Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovagéo

RO | Inlocuitor Semnitura Data aprobirii

SK | Nahsadza Podpis Détum schvdlenia

SV Erséitter Nammnteckning Datum fir godkiinnande

TR_| Yerini aldif belge imza Onay Tarihi
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EN | Mace lssued Effective {Date or Lot Number)

BG | Macto Ha HinasaHe B citna 01/3a_{0aTa HOH HOMED HA NAPTHOA)
CS | Misto vydéni Utinné od (datwm nebe &islo $arke)

DA | Udstedelsessted Ikraftiredelse (dato eller lotmummer)

DE | On Gilltig ab {Datum oder Chargenbezeichnung)
EL | Témog éxboong Ze wayt ond (Huepopnvie § ap. saptidug)
ES Expedida en Efectiva (fecha o mimero de lote)

ET__| Valjandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot}

Mjesto izdavanja

Stupa na snagu (datum ili broj serije}

HU_| Kiadés helye Hatalybalépés (datum vagy tétclszam)
IT Luogo di rilascio Valido da (data o numero di lotio)

LV lzdo%anas vieta Spéka no (datums vai partijas numurs)
LT ] l3davimo vieta |sigalioja (data arba partijos numeris)
NO | Utstedelsessted Gjelder fra {dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii}
PT Local de emissio Efetividade {Data ou nimero de lote)
RO | Locul eliberdnii Valabilitate (data sau numirul lotului)
SK Miesto vydania Uéinnost' od (datum alebo &islo farZe)
SV | Plais for utfirdande Verkstilligt (darum eller lotnummer)
TR Diiizenlendifi Yer Yiirirlik (Tanh veya Lot Numaragi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 Aprit 2017 on In Vitre Diagnostic
Medical Devices. This declaration is made in accordance with Annex 1V of the IVD Regulation and is issued under the sole
responsibility of the manufacturer,

Hue, ROTYROANHCAHHTE, ¢ HACTOALLOTO ASIUTADHPAME, Y¢ TOPEOMHCAHOTO{HTE) MEAHLIMHCKO{H) HIAEme(A) 32 NHEMTPO AHArHOCTHKA
OTTOBAPA(T) HA NPHACKHMEITE paznopeadn Ha Peraament (EC) 2017/746 ua Eeponeiickua napramMent i Ha CvBeTa o1 5 anpun 2017 r.
OTHOCHO MEAMUHHCKHTE M3IENHMA 33 MHBHTPO AHATHOCTHEA. T43n NexnapalMa e HanpaseHa B CbOTBETCTBHE ¢ [IpHaokenue [V na
PernasmenTa 3a VD M 3a HefiHOTO H3NaBAHE OTTORODHOCT HOCH €ORHCTBEHG MPOHIBOAHTENAT.

Cs

My, niZe podepsant, timto prohladujeme, #e diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny(-€) vy3e je (jsou)
ve shedZ s plislunymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych
zdravotnickych prostfedeich in vitro. Toto prohlaseni je v souladu s Pilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost
vyrobee.

DA

Vi, undertegnede, erklzrer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med
de gxldende besternmelser i Europa-Parlamentets og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk
medicinsk udstyr. Denne erklering afgives i overensstemmelse med |VD-forordningens bilag IV og udstedes under fabrikantens
eneansvar.

DE

Wir, die Unterzeichner, erkdéren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriecbenen In-vitro-Diagnostika
die entsprechenden Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. Aprif 2017 Gber
In-vitro-Diagnostika erfiillen. Diese Erkldrung erfolgt gemal Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung
des Herstellers ausgestelk.

EL

Eusgic, or vnoypleovias, Sniavoups pe 1o Tepdv 0TI T8 TPOOVAPELIPEVE SITYVUSTIKG WGTPOTEXVOLOYIKGE APOTOVIR CUPPOPPEVOVTAL UE
115 1yvovasg Saratel; rov Koavoviapos (EE) 2017/746 tov Evpunaikod Kowofovkiov kot tov Zupfovkion mg 5% Anpiion 2017
OYETIKG pIE Ta in vitro SieyvwoTikg wrpoteyvokoykd tpoidvre. H dflwon avt yiveran cbppova pe 1o Mapdpmua 1V 1ov Kavovieuot
IVD ko zxdideron pe aroheictikn spftvn Tov KETOoKEIECT

ES

Nosotros, los abajo firmantes, por la presente declaramos que el{los) producto(s) sanitario(s) para diagndstico in vitro descrito(s)
anteriormente cumple(n) las disposiciones aplicables del reglamenio (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril
de 2017 sobre productos sanitarios para diagnéstico in vitro. Esta declaracion se realiza en conformidad con ¢l Anexo IV del Reglamento

IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

Meie, allakifjutanud, kinnitame, ¢t ecspool kirjeldatud in viero diagnostikameditsiiniscadmed vastavad Euroopa Parlamendi ja ndukogu
5. aprilli 2017. aasta madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon
on koostatud vastavalt I'VD midruse IV lisale ning selle viljastamise eest vastutab ainult tootja.

FR

MNous soussigné{e)s, déclarons par la présente que le(s) dispositifis) médical(aux} de diagnostic ir vitro indiqué(s} ci-dessus est/sont
conforma(s) aux dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux
dispositifs médicaux de diagnostic in vitro. Cette déclaration est établie conformément 3 I' Annexe 1V du Réglement DIV sous la seule
responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnostitki medicinski proizvod(i) sukladni pimjenjivim
odredbama Uredbe (EU) 2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim
proizvodima.

Ova je izjava sastavljena v skladu s Prilogom IV, Uredbe IVD i izdaje se pod iskljuéivom odgovomodéu proizvodada.

HU

Alulirontak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszkoz(dk) megfelel(nek) az Eurdpai Parlament és a Tandcs in
vitro diagnosztikai orvostechnikai eszkézkrdl szold (EUY 2017/746 (2017, aprilis 5.) rendelete (1VD rendelet) vonatkozo
rendelkezéseinek. A jelen nyilatkozat megfetel az 1¥D rendelet IV. mellékletében foglalt eldirdsoknak, és a gyand kizardlagos

feleléssége alapjsn kerilt kiadasm.

Noi, i sottoscritti, con la presente dichiariamo che il{i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) é{sono) conforme(i)
alle disposizioni applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai
dispositivi medico-diagnostici in vitro. Questa dichiarazione € redatta in conformita all'allegato IV del regolamento [VD ed é rilasciata
sotto la responsabilita esclusiva del fabbricante.

LY

M&s, apak3a parakstijufies, ar 30 pazinojam, ka ieprieks min&ta(-s) in virro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas
Parlamenta un Padomes Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prastbam par in vitro diagnostikas mediciniskim
iericém, &i deklaricija ir sagatavota saskana ar IVD regulas IV pielikumu un par izdoSanu atbild vienigi rafotajs.

LT

Mes, toliau pasiradiusieji (-iusiosios), pareiskiame, kad anks&iau minéta (-os} in vitro diagnostikos medicinos priemoné {-és) atitinka
2017 m. balandZio 5 d. Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy
taikytinas nuostatas. Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu ir yra i3dwodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklzrer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser {
Europaparlamenis- og rddsforordning {(EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklzringen er
utarbeidet i overensstemmelse med vedlegg [V i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym oéwiadczamy, Ze wymieniony(-¢) powyzej wyrdb{wyroby)} medyczny(-¢) do diagnostyki in vitro
spetnia(-ja} odpowiednie wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskicgo i Rady z dnia 5 kwietnia 2017 r. w
sprawie wyrobéw medycznych do diagnostyki in vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacamikiem 1V
Rozporzadzenia IVDR i wydana na wylaczng odpowiedzialnosc producenta.

Nobs, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estdo em conformidade com as
disposi¢des aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu ¢ do Conselho, de 5 de abril de 2017, relative aos
dispositivos médicos para diagndstice in vitro. Esta declaragdo ¢ feita em conformidade com o anexo IV do Regulamento [VD ¢ ¢
emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declardm ¢3 dispozitivul {dispozitivele) medical{e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile
aplicabile din Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale
pentru diagnosticul in vitro. Prezenta declarafie este emnisa in conformitate cu anexa [V la Regulamentul [VD si este emisé sub
responsabilitatea exclusivi a producitorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-£) zdravotnicka(-¢) pomécka(-y) uvedena(-€) vyiiie je (si} v zhode

s prisluinymi ustanoveniami Nariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych
zdravomnickych pomidckach in vitro. Toto vyhlasenie je v sulade s Prilohou 1V k Nariadeniv 1VD a vydéava sa na vyhradnd zodpovednost’
vyrobou.

SY

Vi, undentecknade, forsikrar hinmed ast den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan

dverensstimmer med de tillimpliga bestimmelsema i Europaparlamentets och ridets firordning (EU) 2017/746 av den 5 april 2017 om

medicintekniska produkter for in vitro-diagnostik. Denna forsdkran gors i enlighet med bilaga IV till iVD-férordningen och utfirdas
_under tillverkarens enskilda ansvar.

TR

Biz, asafida imzalan bulunan, yukanda belirtilen in vitro diagnostik nbbi cihazlann, 2017/746 sayili Avrupa Parlamentosu (AB)
Yonetmeligi ile 5 Nisan 2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hitkiimlerine uygun oldugunu beyan ederiz. Bu

beyan IVD Yénetmelifi Ek IV uvarnca yapilmisur ve lireticinin méinhasir sorumluluu altindadur.

End of form
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ARK0762NC
Basic UDI-DI Name: ARCHITECT TSH
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
TK62-25
7K62-30 ARCHITECT TSH Reagent Kit 54386 W01020410
TK62-35
TK62-01 ARCHITECT TSH Calibrators 38272 W0102152202
7K62-10 ARCHITECT TSH Controls 38271 W0102152002
Manufacturer . . — N i
(Name and Address) Abbott Ireland Diagnostics Division, 1Lisnamuck, Longford, Co. Longford Ireland
Manufactarer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address)
Autherized Representative SRN | N/A

Produced by (Site of Manufacture)
(Name and Address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. l.ongford Ireland

Notified Body
(Name and Identification Number)

TOV Siid Product Service GmbH, Certification Body.
RidlerstrafBe 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex [X Chapters I and II1,

Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS)

N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole

responsibility of the manufacturer.

Sandra Gallagher

Manager Regulatory Affairs

Full Name: _David Spellman Full Name:
Director Quality Assurance/Site Quality
Function: _Head ~ Function:
Signature: /gﬁ‘)aégéﬂﬂ—m Signature:
= _*
s £ -7 &
Date of Approval: ! Z é/ Océﬁ 202 3 Date of Approval:

Signed for, and on

S. Galleplr

2. e 7 A2

behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Date Issued: 2(() &)j Co?- ‘S Place Issued: ~ Lisnamuck, Longford, Co. Longford,
Ireland
Effective (Date '
Supersedes: _28-Sep-2022 ot Lot Number): Z@ 9 (/ﬂ. Ve Z 3
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EN EU Declaration of Conformity Basic UDI-DI Basic UDI-DI Name

BG EC JEKJIAPALIMS 3A CbOTBETCTBUE bazos UDI-DI Haumenosanwue Ha 6a3zos UDI-DI

CS | EUPROHLASENI O SHODE Zékladni UDI-DI Nazev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLARING Grundleggende UDI-DI Grundleggende UDI-DI-navn

DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name

EL AHAQYH XYMMOPOQXHY EE Baowd UDI-DI Ovopooio Bacikod UDI-DI

ES DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico

ET ELi vastavusdeklaratsioon Po6hi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration de conformité UE IUD-ID de base Nom IUD-ID de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6é UDI-DI neve

IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base

LV ES atbilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio UDI-DI pavadinimas

NO EU-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI

PT DECLARACAO UE DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Bésico

RO Declaratia de Conformitate UE UDI-DI de baza Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pé grundldggande UDI-DI

TR AB Uygunluk Beyani Temel UDI-DI Temel UDI-DI Ismi

EN Risk Class List Number and Size Code Product and Trade Name

BG Kiac ciopen pucka KaTanoxen HoMep U KO Ha pa3Mepa ViMe Ha IPOJIYKTa M THPrOBCKO HAUMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojcisli urcujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopio kivdvvou Kwdkog IMpoidvtog kot Kmdikdg Tvokevasoiog IIpoidv ko Epmopikr Ovopacio

ES Clase de riesgo Numero de referencia y coédigo de tamaiio Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zastieni naziv

HU Kockazati osztaly Listaszam és készletkiszerelés-kod Termék- és kereskedelmi név

IT Classe di rischio Numero di listino e codice formato Prodotto e nome commerciale

LV Riska klase Kataloga numurs un izmé&ra kods Produkta nosaukums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista e codigo de apresentagdo Produto e nome comercial

RO Clasa de risc Numar de lista si cod dimensiune Denumirea produsului si denumirea comerciala

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Smnifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Konx GMDN Koz EMDN IIpousBoauTen (MMe  apec) EPH Ha npousBoaurens
CS | Koéd GMDN Ko6d EMDN Vyrobce (nazev a adresa) Jediné registracni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdikég GMDN Kwdikég EMDN Koartaokevaotig (Ovopa kot Atevboveon) SRN (Movadwkdg AptBpds Mntpmov)
(Ovopatoroyio (Ovopatoroyia Koartaokevaot
LTPOTEYVOLOY KOV 0TPOTEYVOLOY KDV
TPOIOVTOV) TPOIOVTI®V)
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro Gnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodac¢ (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kod EMDN-kod Gyarto (név és cim) Gyarto egyedi regisztracios szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiiros priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kéd GMDN Ko6d EMDN Vyrobca (Nazov a adresa) Jediné registracné Cislo (SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YmbiaHOMOIIEH npeacTaBuTen (MMe | EPH Ha ymrbiHOMOLIEHHS TIPEICTaBUTEN IIpousseneHo oT (MACTO Ha
azipec) TIPOU3BOACTBO) (MMe H aJpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registracni ¢islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | E&ovoodomuévog Avtumpoéconog (Ovopa | SRN E&ovslodotnévov Avimpocs®mov Kataokevaletor and (Epyootdcio
kat Atevbovon) TopayyNc)
(Ovopacia ko AtevBvveon)
ES Representante autorizado (nombre y SRN (niimero de registro tinico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado (Nombre y direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képvisel6 egyedi Gyarto (gyartas helye)
regisztracios szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome ¢ indirizzo)
LV | Pilnvarotais parstavis (nosaukums un Pilnvarota parstavja vienotais registracijas | Razots (raZzoSanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa i adres)
PT Mandatario (Nome ¢ Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome ¢ Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de catre (locatie productie) (nume
si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zéstupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN Notified Body (Name and Identification Conformity Assessment Procedure
Number)

BG | Hotudwuimpan opran (uMe 1 HACHTH()HUKALOHEH INpoueaypa 3a OLIEHKA HA CbOTBETCTBUETO
HOMeEp)

CS Oznameny subjekt (nazev a identifikacni Cislo) Postup posuzovani shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitétsbewertungsverfahren

EL Kowomnompévog Opyavicpodg (Ovopa kot ApBudg Awdikacio a&loldynong coppdpemong
TOWTOTOINoNG)

ES Organismo Notificado (nombre y niimero de Procedimiento de evaluacion de la conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Organisme notifi¢ (nom et numéro d'identification) | Procédure d’évaluation de la conformité

HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti

HU | Bejelentett szervezet (név és azonositd szam) Megfeleldségértékelési eljaras

IT Organismo notificato (nome e numero di Procedura di valutazione della conformita
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas Atbilstibas novertésanas procediira
numurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procediira
numeris)

NO | Meldt organ (navn og identifikasjonsnummer) Framgangsmate for samsvarsvurdering

PL Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyjny)

PT Organismo Notificado (Nome e Numero de Procedimento de avaliagdo da conformidade
Identifica¢do)

RO | Organism notificat (nume si numdr de identificare) Procedura de evaluare a conformitatii

SK Notifikovany organ (Néazov a identifikaéné &islo) Postup posudzovania zhody

SV Anmalt organ (namn och identifikationsnummer) Forfarande for bedomning av §verensstimmelse

TR Onaylanmis Kurulus (Isim ve Tanim Numarasi) Uygunluk Degerlendirme Prosediirii
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EN

Quality Management System Annex IX Chapters I and III,
Including an assessment of the technical documentation for devices concerned on the basis of
representative samples

BG

Cucrema 3a ynpasieHue Ha kauecTBoTo IIpunoxenue IX, rmasu I u 111,
BKJIFOUUTENIHO OLIEHKA HA TEXHUYECKaTa JOKyMEHTalMs Ha CbOTBETHUTE U3/ENIUs Bb3 OCHOBA Ha
HPEACTABUTEIHU IPOOH

CS

Systém fizeni kvality Pfiloha IX Kapitoly I a 111,
vcetné posouzeni technické dokumentace dotcenych prostiedkti na zakladé reprezentativnich vzorkt

DA

Kvalitetsstyringssystem Bilag IX kapitel I og 111,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr p& baggrund af reprasentative prover

DE

Qualitdtsmanagementsystem Anhang IX Kapitel I und I1I,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage
reprisentativer Stichproben

EL

Yoompa Awyeipiong owmrag Hapaptnua IX Kepdhoro I ko 111,
ovpmepAapBaveTal a&loAdYNoN TOV TEXVIKOD GaKELOV Yo TpoidvTa mov e€etdlovTon e BAOT aVTITPOCOTEVTIKA
deiypata

ES

Sistema de Gestion de Calidad Anexo IX, capitulos I y 111,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas

ET

Kvaliteedijuhtimissiisteem IX lisa I ja III peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal

FR

Systéme de gestion de la qualité Annexe IX Chapitres I et III,
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons
représentatifs

HR

Sustav upravljanja kvalitetom Prilog IX., Poglavlja . i IIL.,
ukljucujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka

HU

Mindségiranyitasi rendszer IX. melléklet, 1. és II1. fejezet, ideértve az érintett eszk6zok miiszaki

IT

Sistema di gestione della qualita Allegato IX Capitoli I e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi

LV

Kvalitates vadibas sistema IX pielikuma I un III nodala,
tostarp attiecigo iericu tehniskas dokumentacijas novért&jums, pamatojoties uz reprezentativiem paraugiem

LT

Kokybes valdymo sistema IX priedo I ir III skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdziais

NO

Kvalitetsstyringssystem Vedlegg IX kapittel I og III,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pa grunnlag av representative prover

PL

System Zarzadzania Jako$cia Zatacznik IX, Rozdziaty I oraz III,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek

PT

Sistema de gestdo da qualidade Anexo IX Capitulos I e I1I,
Incluindo uma avaliagdo da documentagao técnica para os dispositivos em questdo com base em amostras
representativas

RO

Sistemul de management al calitatii Anexa IX, Capitolele I si III inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauza pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloha IX Kapitoly I a III, vratane postidenia technickej dokumentacie prislusnych
pomdcok na zaklade reprezentativnych vzoriek

SV

Kvalitetsledningssystem Bilaga IX Kapitel I och III,
Inklusive en bedémning av den tekniska dokumentationen for berdrda produkter som grundar sig pa
representativa urval

TR

Kalite Yonetim Sistemi Ek IX Bolim I ve III
Temsili numuneler bazinda ilgili cihazlar i¢in teknik dokiimantasyonun degerlendirilmesi dahil
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EN EU Certificate No. Common Specifications (CS) Full Name

BG EC Cepruduxar Ne O6mw cnenuduxammu (OC) [Ib1HO HaMMEHOBaHHE
CS Cislo certifikatu EU Spolecné specifikace Cely nazev

DA EU-certifikatnummer Feelles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) Vollstindiger Name
EL ApBudg motomomtikov EE Kowég npodraypapéc (KIT) IIApng ovopacio
ES Numero certificado UE Especificaciones comunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N certificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajednicke specifikacije (,,CS*) Puni naziv

HU EU-tanusitvany szama Egységes eldirdsok Teljes név

IT Ne° del certificato UE Specifiche comuni (SC) Nome completo

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especifica¢des comuns Nome completo

RO Nr. certificat UE: Specificatii comune (CS) Numele complet

SK Certifikat EU &. Spoloéné $pecifikacie Cely nazov

SV Nummer pa EU-intyg Gemensamma specifikationer Fullstdndigt namn
TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Adi1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JTBXKHOCT Iloamucano 3a U OT UMETO Ha JlaTa Ha u3/aBaHe
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agitovpyia Y7oypaeetat yio Kot €K LEPOLS TOV/TNG Huepounvio ékdoong
ES Funcion Firmada por, y en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuupéev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU Beosztas Alair6 a kovetkezo képviseletében és nevében Kiadas datuma

IT Funzione Firmato a nome e per conto di Data di rilascio

LV Amats Parakstits $adas personas varda Izdo$anas datums
LT Pareigos Subjekto, kurio vardu pasiraSoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Func¢do Assinado e em nome de Data de emissdo

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfdrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JlaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikafiotd Yroypaen Hpepounvia éykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupéev
FR Annule et remplace Signature Date de I’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kdvetkez dokumentumot: Alairéas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastgpuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnatura Data aprobarii

SK Nahradza Podpis Datum schvélenia

SV Ersitter Namnteckning Datum for godkdnnande
TR Yerini aldig1 belge imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha U3/1aBaHe B cuna o1/3a_(maTa niam HoMep Ha ApTHAA)

CS Misto vydani Uginné od (datum nebo &islo Sarze)

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Gililtig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong g 1oyb and (Huepounvia 1 ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

FR Lieu d’établissement Entrée en vigueur (date ou numéro de lot)

HR Mjesto izdavanja Stupa na snagu (datum ili broj serije)

HU | Kiadas helye Hatalybalépés (datum vagy tételszdm)

IT Luogo di rilascio Valido da (data o numero di lotto)

LV Izdo$anas vieta Speka no (datums vai partijas numurs)

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emissao Efetividade (Data ou nimero de lote)

RO Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Ucinnost' od (datum alebo &islo $arze)

SV Plats for utfirdande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Hue, nonynoanucanuTe, ¢ HACTOSILIOTO JEKIApUPaMe, Y€ FOPEONHCAHOTO(UTE) METULIIMHCKO(HM) u3ere(s) 32 MHBUTPO TUarHOCTHKA OTroBapsi(T) Ha
pUIoKHUMHTE pasnopendu Ha Pernament (EC) 2017/746 na EBponeiickus nmapnaMenT 1 Ha CpBeta oT 5 anpui 2017 1. OTHOCHO MEUIIMHCKUTE U3METHUS 32
HMHBUTPO JUarHOCTHKA. Ta3u Aekapanys e HampaBeHa B cboTBeTcTBUE ¢ [Ipmnoskenne IV Ha Pernamenta 3a IVD u 3a HelfHOTO U31aBaHe OTTOBOPHOCT HOCH
€JIMHCTBEHO MPOU3BOUTEIISAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostredcich in vitro. Toto
prohlaseni je v souladu s Piilohou IV nafizeni IVD a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de galdende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklering afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 iiber In-vitro-Diagnostika erfiillen. Diese
Erkldrung erfolgt gemédl Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdgovteg, SNAOVOLLE HE TO TAPOV OTL TO TPOUVAPEPOLEVE SIYVOCTIKE TPOTEXVOAOYIKA TPOIOVTO GUUHOPOAOVOVTUL LE TIG IGYXVOVOEG MOTAEELG
tov Kavoviopov (EE) 2017/746 tov Evponaikov KowvoPoviiov kat tov Zvpfoviiov tng 5™ Ampiiov 2017 oyetikd e To in Vitro S10yveoTIKA
TpoTEXVOLOYIKA TpoiovTa. H drwon avt yivetar copgova pe to [oapdpmpa IV tov Kavovicpod IVD kot ekdidetot pe omokhelotik evfvvn tov
KOTOUGKEVOOTN

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt IVD mééruse IV lisale
ning selle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est établie conformément a I’Annexe IV du Reéglement DIV sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosti¢ki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD i izdaje se pod isklju¢ivom odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szolo (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eléirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadasra.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD ed ¢ rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Megs, apaksa parakstijusies, ar So pazinojam, ka ieprickS aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piem&rojamajam prasibam par in vitro diagnostikas mediciniskam iericém. ST deklaracija ir sagatavota saskana ar
IVD regulas IV pielikumu un par izdo$anu atbild vienigi raZotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-os) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklarer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklaringen er utarbeidet i overensstemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in
vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatgcznikiem IV Rozporzadzenia IVDR i wydana na wytaczng odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigoes aplicaveis
do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro. Esta
declaragdo ¢ feita em conformidade com o anexo IV do Regulamento IVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD si este emisa sub responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka(-e) pomdcka(-y) uvedena(-¢) vyssie je (su) v zhode s prislusnymi ustanoveniami
Nariadenia Eur6pskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro. Toto vyhlasenie je v sulade
s Prilohou IV k Nariadeniu IVD a vydava sa na vyhradnt zodpovednost’ vyrobcu.

Sv

Vi, undertecknade, forsékrar hirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayili Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yonetmeligi Ek IV uyarinca yapilmistir
ve {ireticinin miinhasir sorumlulugu altmdadir.
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G M — D CERTIFICAT
— CERTIFICATE OF REGISTRATION

GROUPE LNE
N° 10462 rev. 8

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

Début de validité / Effective date : July 25th, 2023 (included)
Valable jusqu'au / Expiry date :  July 27th, 2026 (included)
Etabli le /lIssued on: July 25th, 2023
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Current issue date: 22 June 2024 Original approval(s):
, Expiry date: 21 June 2027 1ISO 13485 - 9 June 2019
Certificate identity number: 10598757

Certificate of Approval

This is to certify that the Management System of:

VitalScientific B.V.

also trading as: ELITechGroup

Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by LRQA to the following standards:

ISO 13485:2016
Approval number(s): ISO 13485 — 00020722

This certificate is valid only in association with the certificate schedule bearing the same number on which the locations applicable to
this approval are listed.

The scope of this approval is applicable to:
Design, development and manufacturing of clinical chemistry analyzers and contract manufacturing of ion-selective electrodes (ISE)
and erythrocyte sedimentation rate (ESR) analyzers.

Paul Graaf

Area Operations Manager, Europe

U
Issued by LRQA Limited MANAGEMENT

0001

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA". LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.

Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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I RQ \ Certificate identity number: 10598757

Certificate Schedule

Location Activities

VitalScientific B.V. ISO 13485:2016
also trading as: ELITechGroup Design, development and manufacturing of clinical

chemistry analyzers and contract manufacturing of
Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands ion-selective electrodes (ISE) and erythrocyte

sedimentation rate (ESR) analyzers.

VitalScientific B.V. ISO 13485:2016
also trading as: ELITechGroup Design, development and manufacturing of clinical

- chemistry analyzers and contract manufacturing of
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands ion-selective electrodes (ISE) and erythrocyte

sedimentation rate (ESR) analyzers.

MANAGEMENT
SYSTEMS

0001

LRQA Group Limited, its affiliates and subsidiaries and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'LRQA". LRQA
assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever
provided, unless that person has signed a contract with the relevant LRQA entity for the provision of this information or advice and in that case any responsibility or liability is
exclusively on the terms and conditions set out in that contract.
Issued by: LRQA Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom
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ELITech Clinical Systems t@w&?
T - 0
Zone industrielle .%: ELI I @{TE’]GI’OUD
61500 Sees - France S
) / | =
Tel : +33 (0)2 3381 21 00 Fax : +33 (0)2 22 28 77 51 EHMPAWERING I¥D
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /n vitro et au code de la santé publigue.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu'ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la dasse des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et sappuie sur la certification de notre systéme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu‘au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and IlI of Evropean
Directive 98/79EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the “other device” category since they do not belong neither to fist A or list B of annex
I nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27" , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra uUnica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de /a Directiva Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el cddigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo’, ya que no pertenecen a la lista A ni a 2 lista B del
anexo II, tampoco a la clase de autodiagnostico.

Esta declaracidn se basa en el contenido de cada expediente técnico y ests respaldado por la certificacion de nuestro
sistema de calidad segtin la norma NF EN ISO 13485 : 2016 (Certificacion véfida hasta el 27 de Julio 2023).

Sées, le 12 Mai 2021

ELITech Clinical Systems SAS

Valérie LAMBERT, Zone Industrielle

Responsable des Affaires Réglementaires 61500 SEES - France =
Regulatory Affairs Manager Tél, ; 433(0)2 33 81 21 00 - Fax : +33(0j2 33 28 77 51 «
Responsable de los Asuntos Reglementarios SIRET 313 365 228 00026

e A

Societé par actions simplifiee au capital de 1.688 392 33 € — SIREN : 318 365 228 — RCS ALENCON
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DCCE-ECSSAS-v10

= |REFERENCES - REFERENCES - REFERENCIAS _ | codecmon
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-OEU’OID?DDNJ_@'ME:!H 53507
ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
‘Bsunuam TOTAL 4+1 |BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0800 5§3228/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP CRSL-M490 53250
CREATININE PAP SL CRSL-0630/0250

%CT BILIRUBIN BI0I-M430 53251_3
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY (GPSL-0850

GLUCOSE HKk GHEL-M450

GLUCOSE HK SL GHEIL-OEDM_EO 533N
GLUCOSE PAP GPSL-MB30

GLUCOSE PAP SL GPEL-0507/0500/0707/0700/0250/0455/0487

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 _ 53481
PHOSPHORUS PHOS-0600/02304430 59123
FPHOSPHORUS E_IEOY PHOS-0850

TOTAL BILIRUBIN BITO-M430 53229
TOTAL BILIRLUBIN ENVOY BITV-0650 53229
TOTAL PROTEIN PROB-M830

TOTAL PROTEIN ENVOY PROB-0850 53885
TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA URSL-MB30

UREA ENVODY URSL-0850 53587
UREA LV 5L U!_H_SHI:-MZTHMZIJ!DSDWDSDTIOZSWSS

URIC ACID AUML-MB30

URIC ACID ENVOY AUNVD-0850 53583
URIC ACID MONO 5L AUML-0487/0427/0420/0500/0507/0707/0250

URIC ACID 5L AUSL-D250

URINE PROTEIN PRTU-M230 53481

Enzymes / Enzymes

ALP SDEAI 5L PASL-0400/0420/0230

ALP ENVOY PIVD-0850 52028
ALP IFCC ALPI-0230

ALT ENVIOY ALSL-0850

ALT/GPT ALEL-M430 52023
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE AMSL-M430

AMYLASE ENVOY AMSL-0850 52040
[AMYLASE SL AMSL-0390/0400/0230

AST/GOT ASSL-M430

AST ENVOY ASVD-0850 52954
ASTIGOT 4+1 SL ASSL-0410/0430/05 1455

CHOLINESTERASE CHES-0053 52871
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850 52004
CK-ME SL/ CKEMB CMSL-0410/0430VD230

CK NAC CKSL-M230 53003
CK NAC SL CKSL-0410/0430/0230

GAMMA-GT GISL-M230

GAMMAGT PLUS 5L GISL-0400, ] 53027
GGT ENVOY GISL-0850

LOH ENVOY LLSL-DBSD

LDH IFCC LLSL-M230 53072
LDH-L SL LLSL-0400/0420/0230

LIPASE LPSL-0250

LIPASE ENVOY LPSL-0850 53108
LIPASE 5L LPSL-0230

Electrolytes / Oligo-élements / Electrolytes / Trace-elements

CALCIUM ARSENAZO CALR VMAI0 45789
CALCIUM ENVOY CALA-0850

CHLORIDE CHLO- 60037
IRON ENVOY FEFE-0850 54758
IRON FERENE FEFE-0230/0600/M230

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM X8 MGXB-0250/0600/M4230 46795
|MAGNESIUM XYLIDYL MAGX-0230/0500

Lipides | Lipids

CHOLESTEROL CHSL-MB30 53359
CHOLESTEROL ENVOY. CHSL-0850

CHOLESTEROL HDL 5L 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 26 LDLL-D230/0380¢0380 53395
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497 53359
HDL CHOLESTEROL CHDL-0250/0600/M330 53391
HDL CHOLESTEROL ENVOY HOLL-DBS0

LDL CHOLESTEROL CLOL-0250/M330 53365
ILDL CHOLESTEROL ENVOY LOLL-0850

TRIGLYCERIDES TGML-MES0

TRIGLYCERIDES ENVOY TGML-0B50 53460
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455

Vie
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REACTIFS - REAGENTS - REACTIVOS IREFERENGEB--‘ REFERENCES - REFERENCIAS Code GMDN
Contréles-Callbrants-Standards / Controls-Calibrators-Standards
CHOLESTEROL HDL 2G CALIBRATOR HOLL-0011/0041 44696
CHOLESTERCL LDL 2G CALIBRATOR LOLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44598
CK-MB CONTROL CKMB-0900 44693
|ELICAL 2 CALI-0550 47868
ELITROL | CONT-0050 47869
ELITROL Il CONT-0180
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HOL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | |SCT-0046 47869
|ISE CONTROL I ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-DD22 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URLIV-0055 53588
URIC ACID B ma/dL ACLR-0055 44704
Protéines spécifiques / Specific proteins
ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400/M220 53705
CRP [P CALIBRATOR SET ICRP-0043 41838
CRP [P CONTRCL | ICRP-0046
CRP IP CONTRCL Il ICRP-0047 41838
CRF WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRF WR ENVOY CRPW-0850 53705
FERRITIN IFRT-D230 53718
FERRITIN CALIBRATOR IFRT-D022 41827
HAFTOGLOBIN IP IHAP-0400 53737
HoAlc HBAC-0240 50090
HbAlc CALIBRATOR SET HBAC-0043 §3215
HbAlc CONTROLL+H HBAC-0049 44435
IgA IP 1IGA-0400 53760
1G IP |nec-nann 53787
IgM P 1IGM-0400 53795
PALBUMIN IP ||mL.aaan 53475
LALBUMIN IF CALIBRATOR SET |imaL-0043 53477
BALBUMIN IP CONTROL | |inaL-a0as 3478
WALBUMIN IP CONTROL Il |ImaL-0047
OROSCMUCOID IP lioRo-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IFRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0D48 47888
RHEUMATOLOGY CONTROL Il IRCT-0047
TRANSFERRIN [P ITRF-0400 53041
Vitamines/Vitamins
VITAMIN D \VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET \VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes
ISE BASELINE SOLUTION ENVOY lispA.05D 59238
ISE CALIBRATORS |IscA-0250 52867
ISE CALIBRATOR ENVOY |iscv-osso
ISE CLEANERICONDITIONER |iscc-oza0 59058
ISE DILUENT |isol-o250 58237
ISE DILUENT ENVOY liscv-08s50
ISE REFERENCE SOLUTION ||sns-osuo 59238
|SE REFERENCE SOLUTION ENVOY 1SRS-0850
Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments
|ACID SOLUTION for ELITech Clinical Systems Anal SLHC-5900 59058
SYSTEM CLEANING SOLUTION far ELITech Clinical Systems Analyzars SLNA-5800 59058
SYSTEM SOLUTION 5LSY-5305 58236
SYSTEM SOLUTION for ELITech Clinical Systems Ana 5LSY-5000
WASH SOLUTION A S0LA-M163 59058
[WASH SOLUTION B WASH SOLUTION B 58058
Tests d'agglutination / Agglutination tests
CRP LATEX |LxcR-0112 53707
Vilo-
DCCE-ECSSAS-v10 212

052021



ELITechGroup

ELITechGroup B.V.

P.0.Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV Spankeren

The Netherlands

T:+31 313430500
F:+31313 427 807
info.ecsnl@elitechgroup.com
www.elitechgroup.com
Chamber of Commerce 09175642

To: Whom it May Concern

Regulatory status of parts & accessories

As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the
accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC).
This applies to the parts and accessories as mentioned in the attached list.

'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its
manufacturer to be used together with an IVD device to enable that IVD device to be used in accordance
with its intended purpose.

ELITechGroup B.V.
N\ h
/ 7\ / /,’J7/ |
[ (K], /r P,
/

Adriaan P. Intveld
Manager Quality Assurance & Regulatory Affairs

document number: Regulatory status of parts & accessories (2015-12-30)



Part
number

1540-001

BPELITechGroup

Description

Anti-Slip sheet

IVD medical
device

IVD
accessory

general
laboratory
use

spare
part

supporting
part

2206-007

Cooling Liquid (1 L)

3062-021

Sample cup (1000 pcs)

3062-033

Sample tube 6 ml (500 pcs)

3062-040

Water container 10 L

\

3062-041

Water container 5 L

AN

3066-155

Syringe 100 pl

3066-156

Syringe 1 ml

3069-040

Keyboard Dust cover

3069-047

Keyboard Dust cover

3070-518

Cap holder

3070-538

Cap rotor Left

3070-539

Cap rotor right

NENENEN AN

3201-002

Dichromate 8 Abs (25ml)

3365-192

USB Stick

<\

3374-003

Mains cable (USA)

AN

3374-059

Pumpunit cable

3374-066

Mains cable

3374-097

Serial Null-modem cable

3374-286

USB Extension cable

4804-038

Reagent identification Disc

SEXXS

6001-826

Diluted Waste container

6001-827

Concentrated Waste container

6001-860

Water container

6001-861

Tube assy (analyser)

6001-872

Tube assy (cooling unit)

NN RN RN N

6002-102

Assorter unit

6002-386

System software on CD

6002-706

Reaction Rotor set (3 pcs)

6002-726

System Disc

6002-817

Bottle 30 ml (20 pcs)

6002-818

Bottle 15 ml (20 pcs)

6002-904

Water container 5 L

AN N BN BN BN BN

6002-910

Assorter unit

6002-913

External tubing

AN

6003-074

System software on USB stick

\

6003-444

Diluted Waste Container 5 L

6003-466

Keyboard Support option

6003-797

CW Waste Container 2 L

6003-808

Assorter unit

Regulatory status of parts & accessories (2015-12-30)




TECHNICAL DATA SHEET

C€

CENTRIFICHEM® SAMPLE CUPS

Multi-purpose sample cups with excellent optical properties. Material:
polystyrene.

Cod. Vol. ml Dim. mm Compatibility

1024/V  0.25 @ 14x16 CentrifiChem®, Beckman® Synchron® and similar.

1022/V 2 @ 16x24 Beckman® Access®, Hyland Laser Beam Analyzer, IL - Instrumentation

Laboratory® ACL®, Olympus® AU400 / AU600 / AU640 / AU2700 / AU5400,
Sysmex® CA 540 and similar.


https://www.aptaca.com/images/categorie/217.jpg
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Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC

In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council Directive

Nova Stat Profile Prime Plus Analyzer System including Reagents, Calibrators

and Controls

List Attached (Two Pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex I

98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of Annex | for legal
application of the CE Mark. All supporting documentation is retained under the premises of the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the Council
Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and electronic

equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

Technical Documentation for the Assessment of Electrical and Electronic Products with

EN 50581:2012
EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Respect to the Restriction of Hazardous Substances

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory use -
Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

William Jacques, Director of Regulatory and Quality

Date: Jv/ ?—"f/l-u'h

g

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 1 of 3



List of Catalog Items Covered:

Catalog Product Name Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS
Number Name Number Code
57400 |Stat Profile Prime Plus® Analyzer g:;'?;:;ﬁ%rg single channel.chnigal cramishy 56681 21-02
59508 (Séitnf;gmgci?{ligg)ll‘lus@ Analyzer z::ll;o;ﬁ%rg single channel clinical chemistry 56681 21-02
57820 if?; Eggi Prime Plus MicroSensor Card™ zr?;rll;-zo;ﬁ%rg single channel clinical chemistry 56681 21-02
57821 gﬁrtsl?(rjortg:tii{r;e Plus MicroSensor Card™ ::;r;}tl—zo;cl%rg single channel clinical chemistry 56681 21-02
57822 VS\E: Egg; E’i_rll:"gr? \lj(leljjn[\ln;;:roSensor Card™ zr?;r:;-zo;c:%r[e) single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge zr?;r:;-zoef;t‘i?/r[e) Single channiel Chnical cEmisiry 56681 21-02
57825 1Sg)aot g;?]:"l::ePrime Plus Calibrator Cartridge R’I{l.lgtligzitég?:rgaslhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57826 gg;t g’;r;:‘:‘l}e])ePﬁme Plus Calibrator Cartridge mlgfizgigig?:rgas!haemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57827 ?E}%t g;?‘:i‘l)?ePrime Plus Calibrator Cartridge mlgtigziglrg?odrgasfhaemoximetry!eEectroiyte analyte 52859 11-04-04-03-00
57828 féacl)t SP;?I:TII;I:EPrime Plus Calibrator Cartridge |I\{l}lgtrl|;J:Ir:1r-,~lil;lrc‘;?mcirgas;'haemo:ncimetrynfe[ectrolyte analyte 59859 11-04-04-03-00
57829 t_S)é%t SP;(;?FIJ?BPrime Plus Calibrator Cartridge lrﬂLIJDIt'i(p;laenElrc’:t);irgasfhaemoximetry!eJectronte analyte 52859 11-04-04-03-00
57831 ;S(t}ag SP;?;i;TercﬁecF;Ieuast?gtbr:ator Cartridge mtgt‘i;(J:I:[iElrc;?;gas!haemoximetry!eiectrolyte analyte 52859 11-04-04-03-00
57832 g{t}ag SP;?;i;TeP\ﬂirtr;\eCF;leLl:t ?Sllinr:ator Cartridge I&\f({i.[gfiEI;.&]igIrz?grgasihaemoximetryielectrolyte analyte 52859 11-04-04-03-00
57833 ?éaot SP;:;;]:J?GPVTQ?}‘?;:I; ?Sllinéator Cartridge Jl\iﬂflé;t‘iréziglrz?grgasfhaemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57834 i;ct)%t g;ﬂLTeP‘:j;;;‘ecljgxas; [CSILinhriator Cartridge Il\clgt‘igziglrg?:rgas!haemoxImetryfeIectrolyte analyte 52859 11-04-04-03-00
57835 g(t)a{!}t g;?:;)?ep\:%e;g; ?glLinb:ator Cartridge N}gfizﬁiglrc;?grgasfhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57838 g;a:qslr;)ﬁle Prime Plus Auto QC Cartridge 160 I{'\(!/Llljlfi;;lgn?rfglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 gtaarfﬂl;g)ﬁle Prime Plus Auto QC Cartridge 320 :\\r‘ligt’ip;fnl;igfd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 gtaar}-l;;oﬁle Prime Plus Auto QC Cartridge 480 ru\ﬂ/?)“,igfnlt)rlgﬁd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g;ar:]z;oz:ﬁth?;;F;lgsLmuto QC Cartridge 105 mt[‘)lt,igfn?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;a;glzaﬁﬁthgzﬁlgiﬁuto QC Cartridge 210 :\{‘I;LE)Ifi?:I;enltJrlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 g;a;;?ﬁﬁth:gzﬁhésuﬁuto QC Cartridge 315 P{E{Lgfigléan?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57844 gt;%l;’(r?_fg‘?el;ri?e;’éus Ampuled Controls BG, ll'\{ﬂ/tgfipcfn?rlg;ad gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 gt:\;rlsirsota::’eLF;ﬂQ: :lﬁus Ampuled Controls I;\égfi;éléen?:glod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
58379 gr::lfrsogzgrigﬁdmus BUN, Creatinine - Zs;:?;-zoef;clirg single channel clinical chemistry 56681 21.02
58642 |Stat Profile Prime Plus MicroSensor Card™ zsgl‘;'z";ﬁﬁ‘jg single.cnennsl einical chermisiry 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™  |Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer VD

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 2 of 3




Catalog Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Froduct Name Name Number Code
55229 |Nova Linearity Level 1,2,3,4 Multicle blod gashasmadmeiy/elbeimivio analin|  s2800 | 14-50490:01-00
56198 |Linearity Standard Set G Multipack ?3‘3“@'&?:3?" gashaemodmelry/electiolyle analyte|  z5ge0 11-50-90-90-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1234

IVD, control

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 3of 3
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 020747 0242 Rev. 02

Product Service

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production, Distribution,
Installation, Servicing and Technical Support of In-Vitro
Diagnostic Reagents (Calibrators, Controls, Reagents,
Sensors and Test Cartridges) and Instruments for Clinical
Chemistry, Blood Gas and Hematology, including Near
Patient / Point of Care and Self-Testing devices; The
provision of manufacturing services of In-Vitro Diagnostic
Reagents (Calibrators, Controls) for Clinical Chemistry, Blood
Gas and Hematology, In-Vitro Diagnostic General Use
Consumables; and Distribution of Lancets.

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). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 02

Report No.: 72198686
Valid from: 2024-10-25
Valid until: 2027-10-24

c@s'(—\/

Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 Tav

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&1

Product Service

No. Q5 020747 0242 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 2

ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN I1SO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation,
Servicing and Technical Support of In-Vitro Diagnostic Reagents
(Calibrators, Controls, Reagents, Sensors and Test Cartridges)
and Instruments for Clinical Chemistry, Blood Gas and
Hematology, including Near Patient / Point of Care and Self-
Testing devices; the provision of manufacturing services of In-Vitro
Diagnostic Reagents (Calibrators, Controls) for Clinical Chemistry,
Blood Gas and Hematology and In-Vitro Diagnostic General Use
Consumables.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care test
strips.

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care
Instruments

Nova Biomedical Corporation
4 Enterprise Road, Billerica MA 01821, USA

Production of In-Vitro Diagnostic Instruments including Near
Patient / Point of Care; Distribution of Finished Goods; Distribution
of Lancets.

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC
In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Near Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Stat Profile Prime Analyzer System Family including
Reagents, Calibrators and Controls

List Attached (two pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex llI

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council
Directive 98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of
Annex | for legal application of the CE Mark. All supporting documentation is retained under the premises of

the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the
Council Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and

electronic equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices. Quality management systems. Requirements for regulatory purposes

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices

EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Safety requirements for electrical equipment for measurement, control, and laboratory
use -Part 1: General requirements

Safety requirements for electrical equipment for measurement, control, and laboratory
use - Part 2-101: Particular requirements for in vitro diagnostic (IVD) medical equipment

William Jacques, Director fof Regulatory and Quality c €

Date: j—v( /&?.L'/zg Zu

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 22 July 2020

www.novabiomedical.com
Page 1 of 3



List of Catalog items covered:

gzt:‘ll:;egr Product Name Srn?t?er SLor:‘::I Medical Device Nomenclature (GMDN) g:}l’\gzl EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gasfhaemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38883 gt:ttciéfﬁle Critical Care Xpress Syringe Clot 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42033 Prime Sensor Card CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42043 Prime Reference Cartridge 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/fhaemoximetry analyser IVD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53656 Prime CCS w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53657 Prime CCS Comp w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53666 Remanufactured Prime CCS w/ Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53667 Remanufactured Prime CCS Comp w/ Scanner |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55263 Prime Sensor Card CCS (High Volume) 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55264 Prime Sensor Card CCS Comp (High Volume) |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42031 Prime Sensor Card ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
52855 Prime ABG 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53421 Remanufactured Prime ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
53655 Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53665 Remanufactured Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
55262 Prime Sensor Card ABG (High Volume) 56671 Point-of-Care blood gas analyzer IVD 21-02-02
25217 szﬁ)rggksmndard Set A Levels 1,2,3,4 52860 :\{’I,Lgtliglsn?rlg!od gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 m‘gfiﬂ'jn?r'gfd gas/hasmoximetry/electrolyte analyte | 1454 90:61-00
56198  |Linearity Standard Set G Multipack 52860 m‘gfiz'jn?r'gf’d gashaemoximetry/electrolyte analyte | 14 44 95.96.00

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020

Page 2 of 3




Catalog GMDN |Global Medical Device Nomenclature (GMDN) DIMDI EDMS
Number Product Name Number |Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample  |52860 |\ P1e blood gasihaemoximetry/electrolyte analyte | 44.50.90.01-00
52714  |Prime Ampuled Control ABG/CCS 52860 [\ Ple blood gashaemoximetrylelectrolyte analyte | 11.50.90-01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample 52860 | vt IP\® Plood gashaemoximetrylelectrolyte analyte | 11_50.90.01.00
53107 |Prime Auto QC Cartridge ABG 200 Sample 52860 | \1Pie blood gasfhaemoximetry/electrolyte analyte | 11_5.99.91.00
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 mgﬁ‘;'(fn?r'gfd gashasmoximetry/clockiolfto analyte: | 44 5 55465460
53455 | Prime Auto QC Cartridge CCS 100 Sample (52860 | MaPle blood gasihaemoximetry/electrolyte analyte | 41_50.99.91.00
53456 | Prime Auto QC Cartridge ABG 100 Sample (52860 | MuPle blood gashaemoximetry/electrolyte analyte | 41_50.99.91.00
Prime Calibrator Cartridge CCS Comp 300 Multiple blood gas/haemoximetry/electrolyte analyte A :
52427 |gomS s 52859 | P 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |ooriic 2 e 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 IVD. calibrator 11-04-04-03-00
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 | \liple blood gasihaemoximetry/electrolyte analyte | 11_44.94.03.00
53104 |Prime Calibrator Cartridge ABG 100 Sample  |52859 | \11Ple blood gasihasmoximetry/electrolyte analyte | 11.04.04.03.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 |ooriie BOREE |t 11-04-04-03-00
53359 |Prime Calibrator Cartridge ABG 300 Sample (52859 | Mple blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53360 | Prime Calibrator Cartridge ABG 200 Sample (52859 | M ple blood gashaemoximetry/electrolyte analyte. | 1154 04.93.00
53364  |Prime Calibrator Cartridge CCS 200 Sample (52859 | \aitPle blood gas/haemoximetry/electrolyte analyte | 414 44.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365 | 52858 | e oy 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 IVD. calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 4 04 0300
IVD, calibrator
53465 | Prime Calibrator Cartridge ABG 600 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 04 03.00
VD, calibrator
53466  |Prime Calibrator Cartridge CCS 400 Sample (52859 | \IiPle blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53467 | Prime Calibrator Cartridge CCS 500 Sample  |52859  |Multiple blood gas/haemoximetry/electrolyte analyte | 44 44 54 63 00
IVD, calibrator
53468 |Prime Calibrator Cartridge CCS 600 Sample | 52859 ?{“{‘Ejt'gzigg‘;‘ggas’ haemoximetry/electrolyte analyte | 1 14 14 93 09
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte B i
53460 | 52860 |\ s 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
53470 | (ime 62850 |V b oter 11-04-04-03-00
52865 Stat Profile Prime Calibrator Flush Fixture 56672 |Point-of-Care blood gas/haemoximetry analyzer IVD 21-02-02
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MEDICA

Medica Corporation
5 Oak Park Drive
Bedford, Massachusetts 01730

Tel 781 275 4892
Fax 781 275 2731

www.medicacorp.com

Declaration of Conformity e

Product Name: Model/Type:
EasyLyte Analyzer and accessories per attachment Na/K, Na/K/Cl, Na/KI/Lli,
Na/K/CI/Li, Na/K/Ca/pH,
Na/K/Cl/Cal/Li
Manufacturer

sl Medica Corporation
5 Oak Park Drive, Bedford, Massachusetts, 01730, USA
Single Registration Number (SRN): US-MF-000037250

Representative

EC REP] Emergo Europe, Prinsessegracht 20,

2514 AP The Hague, The Netherlands
Tel: +31 70 345 8570
Fax: +31 70 346 7299

Means of Conformity

Medica Corporation declares that the products listed are covered by Annex Il of Directive
98/79/EC. These products are self-certified since they are for professional use only and are not
listed on Annex Il, List A or Annex Il, List B of Directive 98/79/EC. In addition, they are in
conformity with the Annex |, “Essential Requirements” and provisions of council Directive
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of
Hazardous Substance in Electrical and Electronic Equipment, and their corresponding
amendments.

Place and Date: Bedford, Massachusetts, USA, 26 May 2022

Signature:

Phivs Mebro=

Name: Photios Makris, Ph.D.
Title: VP, Regulatory Affairs



MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

(N:gt.alog EasyLyte Analyzer and Accessories EDMA Code Class

2004 EasyLyte Analyzer, Na/K 21071102 g
2014 EasyLyte Analyzer, Na/K/Cl 21071102 2
2015 EasyLyte Analyzer, Na/K/Li 2107 11 02 )
2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 S
2021 EasyLyte Analyzer, Na/K/CI/Li 21071102 =
2030 EasyLyte Analyzer, Na/K/Cl/CalLi 21071102 =
C2004 EasyLyte Analyzer, Na/K 2107 11 02 @
C2014 EasyLyte Analyzer, Na/K/CI 21071102 5,
C2015 EasyLyte Analyzer, Na/K/Li 21071102 7
C2016 EasyLyte Analyzer, Na/K/Ca/pH 21071102 %
C2030 EasyLyte Analyzer, Na/K/Cl/Ca/Li 21071102 -
L2014 EasyLyte Analyzer, Na/K/Cl 21071102 é
L2015 EasyLyte Analyzer, Na/K/Li 21071102 g
L2016 EasyLyte Analyzer, Na/K/Ca/pH 2107 11 02 %
L2021 EasyLyte Analyzer, Na/K/CI/Li 2107 1102 x
2101 EasyLyte K+ Electrode 1104 01 06 %_a
2102 EasyLyte Na+ Electrode 11 04 01 07 i
2103 EasyLyte Reference Electrode 1104 04 01 %_
2113 EasyLyte CI- Electrode 11 04 01 03 =
2106 EasyLyte Lithium Electrode 11040104 %
2150 EasyLyte Cat+ Electrode 1104 01 02 e
2151 EasyLyte pH Electrode 11703102 S
2152 EasyLyte Disposable Reference Electrode 1104 04 01 (‘_ﬁh
2109 EasyLyte Solutions Pack, 400mL 1104 04 02 é’
2120 EasyLyte Solutions Pack, 800mL 11 04 04 02 é’
2112 EasyLyte Plus Solutions Pack, 400mL 1104 04 02

2121 EasyLyte Plus Solutions Pack, 800mL 1104 04 02

2115 EasyLyte Lithium Solutions Pack, 400mL 1104 04 02

2122 EasyLyte Lithium Solutions Pack, 800mL 1104 04 02

2114 EasyLyte Calcium Solutions Pack, 400mL 11 04 04 02

2123 EasyLyte Calcium Solutions Pack, 800mL 1104 04 02

2026 EasyLyte Na/K/Cl/Li Solutions Pack, 800mL 11 04 04 02

2028 EasyLyte Na/K/CI/Li Solutions Pack, 400mL 1104 04 02

EasyLyte Na/K/Cl/Ca/Li Solutions Pack,
2124 800mL 11 04 04 02




MEDICA

Medica Corporation

5 Oak Park Drive

Bedford, Massachusetts 01730
Tel 781 275 4892

Fax 781 275 2731

www.medicacorp.com

ﬁgt.alog EasyLyte Analyzer and Accessories EDMA Code Class
2814 EasyQC Bi-Level Quality Control Kit 1150 02 04 =
2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04 32 @
L2026 EasyLyte Solutions Pack, Na/K/CI/Li, 800mL 11 04 04 02 % 7 g
L2112 EasyLyte Solutions Pack, Na/K/Cl, 400mL 11040402 3 2 & =
L2121 EasyLyte Solutions Pack, Na/K/Cl, 800mL 11040402 [ %?3 i w)
L2122 EasyLyte Solutions, Na/K/Li Pack, 800mL 11040402 £ = é 5
L2123 EasyLyte Solutions Pack, Na/K/Ca/pH, 800mL | 11040402 R & g 3

132

g28
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