-} Abbott

Declaration of Conformity

Certificate Identification; DOC-07P65-AIDD Longford
Legal Manufacturer’s Name: Abbott Treland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Treland
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code

of Devices
07P6520 61078 Alinity i Ferritin Reagent Kit Self-declared
07P6530 61078 Alinity i Ferritin Reagent Kit Self-declared
07P6501 41927 Alinity i Ferritin Calibrators Self-declared
07P6510 41928 Alinity i Ferritin Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site of Technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
documentation (name and address) | 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 ITI of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ,E ﬂjﬁ A Nl Signature: ERE -
[\

Full Name: Full Name:

Siobhan Wright Lorraine Whitney
Position; Director Quality Assurance / Site Position: Senior Manager Regulatory AfTairs
Quality Head
Date of Approval: 1% - BEC- 1% Date of Approval: i+ (9,48 {3
) 17 Dec 2018 . Abbott Ireland Diagnostics Division,
Date Issued: Place Issucd: Lisnamuck, Longford, Co. Longford,
Ireland
Supersedes: __ _31Dec20l6__ Effective (Date or (HOfc ( ‘%

Lot Number):



Abhott

Declarati n of Conformity

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

DoC-07P93-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo Ireland

List Numbers GMDN Code Names and Description of Devices
and Size Code
of Devices
07P9320 54669 Alinity i Free PSA Reagent Kit
07P9330 54669 Alinity i Free PSA Reagent Kit
07P9301 38183 Alinity i Free PSA Calibrators
07P9310 38182 Alinity i Free PSA Controls

Classification

Annex I List B
Annex I List B
Annex Il List B
Annex II List B

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
Ridlerstralie 65

80339 Munich

Germany

Notified Body number

0123

Approval Certificate No.

V1 0019220008

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 [V of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

e
Signature: AL ® Signature: ‘\&\Q?“C/‘\
Full Name: ¥ Joe Murray Full Name: Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
Date of Approval: U kO LE Date of Approval' & S Noyv 9\\’.) 193
Date lssued: Al bocy sa Place Issued: AIDD, Sligo
Supersedes; 16 Oct 2019 Effective (Date or I T
Lot Number):
M R . ’-F':q v Y A AL
/
LL'J'\{'\;" Al TEATA D]



anhu

Declaration of Conformity

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

07P69

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers | GMDN Code Names and Description of Devices Classificatio
and Size Code - - "
of Devices
07P6920 54417 Alinity i Free T3 Reagent Kit Self-declared
07P6930 L
07P6901 38261 Alinity i Free T3 Calibrators Self-declared
07P6910 54418 Alinity i Free T3 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Apbott 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
European

marking, conform with the applicable provisions of the EC Directive 98/79/EC of the

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 IT'VD Directive and is issued under
the sole responsibility of the manufacturer.

Signature:
Full Name:

Position:

Date of
Approval:

Date [ssued:

Supersedes:

MM{S e Signature:
Siobhan Wright Full Name:
Director Quality Assurance/ Position:

Site Quality Head

Ol - MAY - WIo Dite of Aprowal:

' -MAY - lolv
Place Issued:
24 April 2019 Effective (Date or

Lot Number):

A“’M Ciles s
=

Loraine Whi
Senior Manager Regulatory Affairs

Ol nay 2020

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

Cl— MAY - Wolv




] Abbott

Declaration of Co ormity

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

07P70
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
07P7020 54413 Alinity i Free T4 Reagent Kit Self-declared
07P7030
07P7001 38259 Alinity i Free T4 Calibrators Self-declared
07P7010 38258 Alinity i Free T4 Controls Self-declared

Awuthorized European
Representative (name and address)

N/A

Storage of technical documentation
{name and address)

Abboitt Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ircland.

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: Ibﬂ,ﬁ?‘i mooj,\( Signature: % e (/141’-1,.&;1

Full Name: Siobhan Wright Full Name: Lorraine Whitney
o Director Quality Assurance/ Site Quality  Position: Senior Manager Regulatory Affairs
Position:
Head

Date of ; . ;
Approval: W - APR- LT Date of Approval: 4 are Loe9

4 - APR-LG Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: 02-Jun-2017 Eifective (Date or LN—- APR -t

Lot Number):



Abbott

Declaration of Conformity

Certificate Identification: 07P49
Legal Manufacturer’s Name: Abbott Treland 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

07P4920 54187 Alinity i FSH Reagent Kit Self-declared
07P4930
07P4901 38255 Alinity i FSH Calibrators Self-declared
07P4910 38254 Alinity i FSH Controls Self-declared
Authorized European N/A
Representative (nzme and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Treland.
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 98/7%/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 111 of the IVD Directive and is issued under
the sole responsibility of the manufacturer.

Signature: /(("] v QW Signature: /p bgs L e
L] v 7
Full Name: Siobhan Wright Full Name: Lorraine Whitney
Positi Director- Quality Assurance / Position: Senior Manager Regulatory Affairs
osition:
Site Quality Head

Date of SR LD .
Approval: 4 -mP Date of Approval: 4 Are Zol9

W - ‘q" A-19 Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: 29-Nov-2017 Effective (Date or 24- A -15

Lot Number):



Abbott

Declaration of Conformity

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

DoC-07P64-09P10-All DELK
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;J:;: El;gleh:: :)t:f?ces g:::?N Names and Description of Devices Classification

07P6422 48331 Alinity i HBeAg Reagent Kit (2 x 100 Tests) Annex II List A
07P6432 48331 Alinity i HBeAg Reagent Kit (2 x 500 Tests) Annex II List A
07P6401 42007 Alinity i HBeAg Calibrators Annex II List A
07P6410 42008 Alinity i HBeAg Controls Annex II List A
09P1001 42007 Alinity i HBeAg Quantitative Calibrators Annex II List A
09P1010 42008 Alinity i HBeAg Quantitative Controls Annex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich, Germany

Notified Body number

TUV SUD: 0123

Approval Certificate No.

TUV SUD: V7 010051 0109

Storage site of technical
documentation (name and address)

Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

(Kb

Signature: Signature:

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

Date of Approval: /’7(-‘1 :}mA 202| Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

;L

Stefan Veber

Manager Regulatory Affairs

=
P 3 , _ 7 e A |

v G

Y-

7 7 I+
-//,-"/7 — A /1—’//’
v
65205 Wiesbaden, Germany
14-Feb-2020
N
L]

/?—‘/,;-f}”f 4




) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P10-AIDD Sligo
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Finisklin Business Park, Sligo, Ireland
List Numbers and Size GMDN Code Names and .Description of Devices Classification
Code of Devices
- 08P1022 48321 Alinity 1 HBsAg Qualitative II Reagent Kit Annex II List A
08P1032 48321 Alinity 1 HBsAg Qualitative II Reagent Kit Annex II List A
08P1001 41999 Alinity 1 HBsAg Qualitative II Calibrators Annex II List A
08P1010 42000 Alinity 1 HBsAg Qualitative II Controls Annex II List A
Authorized European N/A
Representative (name and address) ' _ B
Notified Body (name and address) | TUV SUD Product Service GmbH
Ridlerstralie 65
80339 Munich
Germany
Notified Body number 0123 —_—
Approval Certificate No. V70019220015 )
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 IV of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: /éue, Jkpww-j Signature: *%:_—\2?,.. Q\pr Y

Full Name: ' Full Name:

Joe Murray Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs

Quality Head

HH
Date of Approval: [F Tu~ 202 Date of Approval: V7T~ D~ lﬂ-_f) 2)
o
Date Issued: 1 Dun lO 2 | . Place Issued: AIDD, Sligo
“ , ") ¢ |

Supersedes: 12 Oct 2020 Effective (Date or :i' dun 2O &)

Lot Number);



Abhott

Declaration of Conformity

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

DOC-07P51-AIDD Longford
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Treland

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

of Devices
07P5120 54215 Alinity i Total -hCG Reagent Kit Self-declared
07P5130 54215 Alinity i Total f-hCG Reagent Kit Self-declared
07P5101 38266 Alinity i Total p-hCG Calibrators Self-declared
07P5110 38265 Alinity i Total B-hCG Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
documentation (name and address) | Treland

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 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: ,e\bw B PW Signature: /4 e dl‘«f I‘W\
g 4
Full Name: Siobhan Wright Full Name: Lorraine Whitney
Position: Dlre(ftor Quality Assurance/ Site Position: Senior Manager Regulatory Affairs
Quality Head
Date of Approval: W - HPR-1G Date of Approval: & dp2 2019
Date Issued: V- K415 Place Issued: AIDD Longford
Supersedes: 16-Feb-2017 Effective (Date or W-APR-1T

Lot Number):



1 Abbott

Declaration of Conformity

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

DoC-08P06 -All DELK
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

é’::z Ez?eb(fﬁ):t?ces gx?N Names and Description of Devices Classification

08P0622 48366 Alinity i Anti-HCV Reagent Kit (2 x 100 Tests) Annex II List A
08P0632 48366 Alinity i Anti-HCV Reagent Kit (2 x 500 Tests) Annex II List A
08P0601 41972 Alinity i Anti-HCV Calibrator Annex II List A
08P0610 41973 Alinity i Anti-HCV Controls Annex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH, RidlerstraBe 65, 80339 Munich, Germany

Notified Body number

TUV SUD: 0123

Approval Certificate No.

TUV SUD: V7010051 0112

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: ( ‘.. ;;f't' /-&_,:‘ Signature:

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

Date of Approval: Dé’ 1 9:11 20 Zf Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

I/

i

Susanne Ulrich
Assoc. Director Regulatory Affairs
04] Noq | Zors
g ; s
06~ /?’d/i/ A2

65205 Wiesbaden, Germany

14-Feb-2020

06 - /%/ - 2027




) Abbott

Declaration of Conformity

Certificate Identification: DOC-04T75-SD-DLK-TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Names and Description of Devices Classification

and Size Code Code

of Devices

04T7520 54237 Alinity i Insulin Reagent Kit (2 x 100 Tests) Self-declared
04T7501 42091 Alinity i Insulin Calibrators Self-declared
04T7510 42092 Alinity i Insulin Controls Self-declared
Authorized European N/A

Representative (name and address)
Storage of technical documentation | pENKA 0. LT,
(name and address)

Head Office
2-1-1, Nihonbashi-Muromachi,
Chuo-ku, Tokyo, 103-8338 Japan

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

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. -
/1

il S / (/’T‘ 9
Signature: C . Wels Signature: _’%«L seijrne A N
[/
Full Name: Claudia Becker Full Name: ‘Susanne Ulrich
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: /] L M Qv 20 c.) Date of Approval: ,f'/{-’}/ (o o / Y, (XL
J

Date Issued: A\ MQy Po2

Place Issued: 65205 Wiesbaﬂen, Germany

Supersedes: 25-May-2021

Effective (Date or ~ ) ,
Lot Number): /( /5(//'/ B ‘-:75"—)&?

Page 1 of 1




Abhott

Declaration of Conformity

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

07P91
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
07P9120 54254 Alinity i LH Reagent Kit Self-declared
07P9130
07P9101 38270 Alinity i LH Calibrators Self-declared

Authorized European
Representative (name and address)

N/A

Storage of technical documentation
(name and address)

Abbott Ircland 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: /&W WOLUV Signature: jé Lot £ CL.AWJ,‘
(4] Py

Full Name:

Full Name: Siobhan Wright Lorraine Whitney
e Director Quality Assurance//Site Quality  Position: Senior Manager Regulatory Affairs
Position:
Head

Date of . Wy - vl -15 Date of Approval: 11 dre 2014
Approval:

M- peg-19 Abbott Treland Diagnostics Division,
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,

Ireland

Supersedes: 15-Dec-17 Effective (Date or 4- ARG

Lot Number):



cJ

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0836LJ
Basic UDI-DI Name: Progesterone
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
08P3620
Alinity i Progesterone Reagent Kit 54322 W0102050106
08P3630
08P3601 Alinity i Progesterone Calibrators 54325 WO0102152208
08P3610 Alinity i Progesterone Controls 54326 WO0102152008
08P3640 Alinity i Progesterone Manual Diluent 58237 W01029003
Manufacturer ; ; s .
(Natueand Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford. Co. Longford Ireland.
Manufacturer SRN | [E-MF-000010070
Authorized Representative N/A
(Name and Address) |
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
Ridlerstraie 65, 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters [ and I11,

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.

Full Name: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: Head Function: Manager Regulatory Affairs
=Z> 4
Signature: P L / . Signature: S. Gl
= 0
Date of Approval: OF Swawit LENCTLy Date of Approval: Bi-mBy - 2024

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
. - . Lisnamuck, Longford. Co. Longford,
Date Issued: Y 7 ODuAE el Yy Place Issued: _Ireland
Effective (Date
Supersedes: 30 November 2023 or Lot Number): 07 ':-S-LA‘;U,E 2 &

Page 1 of 9




v

EN EU Declaration of Cenformity Basic UDI-D1 Basic UDI-DI Name

BG EC JERJAPALTHMA 3A ChOTBETCTBHE Bazor UDI-DI Haumenoarue Ha 6a3op UDI-DI

€S | EUPROHLASENI O SHODE Zakladni UDI-Di Nizev zdkladniho UDI-DI

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

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

EL AHAOZH EYMMOPDPQEHE EE Buowd UDI-DI Ovouosio postkod UDI-DI

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

BT ELi vastavusdeklaratsioon P&hi-UDI-DI Phi-UDI-DI nimi

EFR Déclaration de conformité UE 1UD-1D de base Nom IUD-ID de base

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

HU | EU-MEGEELELOSEGI NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI neve

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

LV IS athilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums

LT ES ATITIKTIES DEKLARACIJA Bazinis UDI-DI Bazinio LiDI-D] pavadinimas

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

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

PT DECLARACAQ UE DE CONFORMIDADE UDI-DI basico Nome UDI-I3] Bésico

RO Declaratia de Conformitate U UDI-DI de bazi Nume UDI-DI de bazi

SK__| EU YYHLASENIE O ZIZODE Zakladny UDI-DI Nizov zakladngho UDI-DI

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

TR AB Uygunluk Beyamn Temel LIDI-DI Temel UDI-DI {smi

EN Risk Class List Nember and Size Code Prodoct and Trade Name

BG Knac cope) pucka KaTamo:keH HOMEP M KOO HA pasmepa Fme a npedyKTa K ThProBCKO HAHMEHOBAHHE

CS Rizikova tfida Katalogove ¢islo a koncove dvojdisl uréyjict Nézev produktu a obchodni ndzev
velikost soupravy

DA Rigikoklasse Bestillingsnummer og storrelseskode Produki- og varemerkenavn

DE Risikoklasse Bestellnummer und Gréfencode Produkt- und Handelsname

EL Koamyopin xwvdtvon Koduche Tpoidvrog ku Kodkés Zuoksvuaiog [Tpoidv ket Europucr] Ovouacia

ES Clasc de ricsgo Numero de referencia y codige de tamafio Producto y marca comercial

ET Riskiklass Katalooginumdber ja suurusekood Toole nimctus ja kaubanimi

FR Classe de risque Reéférence Nopin de produit et de marque

HR Kigsa nzika Kataloski broj i oznaka pakiranja Naziv proizvoda i zadticeni naziv

HU Kockézati osztaly Listaszam é&s készletkiszerelés-kod Termék- és kereskedelmi név

Ir 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 Nunier katalogowy Nazwa produktu i nazwa handlowa

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

RO Clasa de risc Nurnar de lista gi cod dimensiune Denumirea produsului si denumirea comerciald

SK Rizikova trieda Katalogové &islo Nazov produktu a obchodny nézov

5V Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Sinifi Liste Numaras ve Boyut Kodu Urdn ve Ticari Ismi

Page 2 of 9




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kog GMDN Kon EMDN HpousBoanTen (MMe K agpec) EPH sa nporspoguTens
CS | Kéd GMDN Kod EMDN Vyrobce (ndzev a adresa) Jediné registra&ni ¢isle vyrobee
DA | GMDN-kode EMDN-kode Fabrkant (navn og adresse} Fabrikants SRN
DE { GMDN-Code EMDN-Code Hersteller (Name und Adresse} Hersteller-SRN
EL | Kodwkog GMDN Kwdikog EMDN Kotaokevaars (Ovopn xat Aetduvon) SRN (Movaducdg Apifucg Myzpaov)
{Ovouatohovia {Ovopomoroyio Kataokenaoth
WWTPOTEYVOADYIKMY LETPOTELVOLOYIKOY
TPOTdvVTWY) Tpoidvioy)
ES | Codigo GMIN Cédigo EMDN Fabricante {nombre y direceion} SRN (numero de registro tnico) 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 Proizvodat {naziv i adresa) SRN {jedinstveni registracijski broj)
proizvadada
HU | GMDN-kéd EMDN-kod Gyértd (név és cim) Gyartd egyedi regisztracids szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numere di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods RaZotajs (nosaukums un adtese) Ra¥otdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis regisiracijos numeris
priemoniy nomenklatiros priemoniy nomenkiatiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produgentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medyeznvch
PT | Codigo GMDN Cédigo EMDN Fabricante (Nome ¢ Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor {numc si adresad} SRN producitor
SK | Kad GMDN Koéd EMDN Vyrobea (Ndzov a adresa} Jediné registraéingé &islo (SRIN) vyrobeu
SV | GMDN-kod EMDN-kod Tillverkare {namn cch adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Utretici SRN’si
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Produced by (Site of Manufacture)

EN | Aupthorized Represcotative (Name and Authorized Representative SRN
Address) (Name and Address)
BG | Yrneaxomowed npeactaputel (HMe 1 EPH Ha yIBTHOMOLUCHUS TIPEICTABHTEN TIpown3reneno oT (MACTO Ha
agpec) NpoK3BOACTBO) (MME H agpec)
CS | Zplnomocnény zastupce (nazev a adresa) Jediné registraéni &islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce {nazev a adresa)
DA | Autoriseret repraesentant (navn og adresse) | Autoriseret reprzsentants SRN Produceret af {fremstillingssted)
(navn og adresse)
DE | Bevoilmachligter (Name und Adresse) SRN des Bevollmachtigten Hergestellt von (Herstellungsstandort)
{Name und Adrecsse)
EL Efovsiedotnpéveg Avnimpéconog (Ovope | SRN EZoucwdotnpivon Avnimpoadaon Kuteorevilgtat and {(Epyootdoio
Ko AtgiBuvan) mpywyig)
(Ovopuogio kot AebBueven)
ES Representante autorizado (nombre y SRN {nimero de registro inico) del Producido por (Lugar de fabricacion)
direccion) representante autorizado {(Nombre v direccion)
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud {tootmiskoht) (nimi ja aadress)
registregrimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire {nom et adresse)
HR | Ovlateni zastupnik {naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovladtenog zastupnika {Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi Gyarto {gyartas helye)
regiszircids szama (SRN) (név és cim)
T Mandatario {nome e indirizzo) SRN {(numero di registrazione unico) del Pradotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstivis {nosaukums un Pilnvarota parstavja vienotais registracijas | RaZots (raZoSanas vieta)
adrese) nurnurs (VRN) {nosaukums un adrese)
LT | Igaliotasis alslovas (pavadinimas ir [galiotojo atstevo unikalusis registracijos Pagaminta {gamybos vieta) (pavadinimas
adresas) numeyis ir gdresas)
NO | Autorisert representant {navn og adresse) Den autoriserts representantens SRN Produsert av (produksjonssied}
(navn og adresse)
rL Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez {migjsce
adres) upowaznionego przedstawiciela produkeii}
(nazwa i adres)
PT Mandatario (Nome e Morada) Numero dnico de registo do mandatario Produzido per (Local de fabrico)
{Nome ¢ Morada)
RO | Reprezentant autorizat (nume i adresd) SRN reprezentant autorizat Produs dc citre (Tocatie productie} (nume
si adresd)
SK | Autorizovany zastupca (nazov a adresa) Jeding registraéné islo (SRN) Vyrobene {miesto vyrohy)
autorizovaného zastupcu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
TR | Yelkili Temsilci (fsim ve Adres) Yetkili Temsilei SRN’si Uretici (Uretim Tesisi)

{isim ve Adres)
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EN

Notified Body (Namc and Identification
Number)

Conformity Assessment Procedure

BG | Homnduumpan opras (MMe 1 HIeHTHOUKALHOHCH IIpoueaypa 3a OLUEHKA Ha CHOTBETCTRHETO
HOMEp)

CS Oznameny subjekt (nazev a identifikaéni ¢islo) Postup posuzovéni shody

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedura
identifikationsnummer)

DE | Benannte Stelle (Name und Identifikationsnummer) | Konformitdtsbewertungsverfahren

TL Kowanotpévos Opyaviolos {Ovopg Kol ApiBpdg Aadraoie ediolovnong GuLLOpPYang
Tavrokeinong)

ES Qrganismo Notificade (nombre y nimero de Procedimiento de evaluacion de 1a conformidad
identificacion

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

FR Orzanisme notifié (nom et numdéro d'identification) | Procédure d’évaluation de la conformite

HR [ Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivania sukladnosti

MU | Bejelentett szervezet (név €5 azonosito szam) Megfeleldsepentekelesi eljaras

IT Organismo notificato (nome e numerc di Procedura di valutazione della conformiti
identificazione)

LV | Pilnvarota iestade (nosaukums un identifikacijas AtbilstTbas nov&n23anas procedira
nymurs}

LT Notifikuoteji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinimo procedilra
numeris)

NQ | Meldt crgan (navn og identifikasjonsnummer) Framgangsméte for samsvargvurdering

PL. Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnosci
identyfikacyiny)

PT Organismo Notificade (Nome e Niunero de Procedimento de avaliagdo da conformidade
Identificagio)

RO | Organism notificat (nume gi numir de identificare} [ Procedura de cvaluarc a conformititii

SK Notifikovany orgin (Nézov a identifikaéné gislo) Postup posudzovania zhody

SV | Anmalt organ (namn och identifikationsnuimimer) Forfarande for beddmning av dverensstimmelse

TR Ornaylarmis Kurulus (fsim ve Tanum Numarast) Uygunluk Degerlendinme Prosediim
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EN

Quality Management System Annex IX Chapters [ and ITI,
Including an assessment of the technical documentation for devices concerned on the basis of

representative samples

BG

CrcTtema 3a yapasnenue Ha kaqectsoto Ipunoxenne [X, masn [ 1 111
BEJIIOUHTENHO OUEHKE HA TeXHHUSCKATa NOKYMEHTALMA Ha CROTBETHHTE H3ALIUA BB3 OCHOBY Ha
UpencTARHTENHY Ipobn

CS§

Systém fizeni kvality Pfiloha IX Kapitoly 1 a 1,
véetné posouzeni technicke dokumentace dotenych prostiedkit na zékladé reprezentativaich vzorkd

DA

Kvalitetsstyringssystern Bilag [X kapitel I og IT],
Herunder ¢n vyrdering af den tekniske dokumentation for relevant udstyr pd bagerund af reprazsentative praver

DE

Qualititsmanagementsystem Anhang I' Kapitel [ und [1],
cinschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage

reprasentativer Stichproben

EL

Zeotpa Awyeipong Mowteg Hepdpmpa IX Kepdhoo I ko I,
cupumEpAGUBévaTal abtoddynaT, ToV TEXVIKCY POKEAOY VI Tpoidviy mov efetdloval pe fAsH avVITIPOCMTEUTIKG
Selypota

ES

Sistema de Gestion de Calidad Anexo IX, capitulos 1y 11,
se incluye una evaluacién de la documentacion técnica para los productos afectados sobre la base de muestras

representativas

ET

Kvaliteedijuhtimissisteem 1% lisa I ja [T peatitkk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pohjal

FR

Systéme de gestion de la qualité Annexe 1X Chapitres [ et IiT,
Inclut une évaluation de la documentation technique pour les dispositifs concemés, sur la base d’échantillons

représentatify

HR

Sustav upravljanja kvalitetom Prilog [X, Poglavlja L. i I11.,
ukljuéujuci ocjenjivanje tehnitke dokumentacije za predmetne proizvode na temelju reprezentativaib yzoraka

HU

MinBségiranyitasi rendszer IX. melléklet, [ és 1], fejezet, ideértve az érintett eszkézak miiszaki

Sistemna di gesticne della qualiti Allegato IX Capitoli [ e I,
compresa una valutaziene della documentazione tecnica per i dispositivi interessati sulla base di campieni

rappresentativi

LV

Kvalitates vadibas sistéma IX pictikuma [ un T nodala,
lostarp attiecigo ieriéu tehniskas dokumenticijas novErtgjurmns, pamatojoties uz reprezentativiem paraugiem

LT

Kokybes valdymo sisterna 1X priedo I ir {II skyriai,
iskaitant atitinkamy pricmoniy technings dokumentacijos vertinima remiantis tipiniais pavvzd#iais

NO

Kvalietsstyringssystem Vedlegg [X kapittel T og 11T,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative prover

PL

System Zarzadzania Jakodcia Zalacznik 1X, Rozdzialy | oraz 111,
w tvm ocena dokumentacii technicznej danych wyrcbdw na podstawie reprezentatywnych probek

T

Sistema de gestdo da qualidade Anexo IX Capitulos [ e [I1,
Incluindo uma avaliagio da decumentagfo técnica para os dispositivos em questde com base em amostras
representativas

RO

Sistemul de management al calititii Anexa IX, Capitolele 1 si I1l inclusiv o evaluare a documentatiei tehnice
pentru dispozitivele in cauzé pe baza unor probe reprezentative.

SK

Systém riadenia kvality Priloba [X Kapitoly I a 11, vratane posidenia technickej dokumentacie prislusnych
pombcok na zaklade reprezentativaych vroriek

3V

Kvalitetsledningssystem Bilaga IX Kapitel { och 11,
Inklusive en beddmning av den tekniska dokuwmentationen fr berorda produkter sem grundar sig p&

representativa urval

TR

Kalite Yonetim Sistemi Ek IX Balam 1 ve 111
Temsili numuneler bazinda ilgili cihazlar igin teknik dokiimantasyonun degerlendinimesi dahil

Page 6 of 9



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

BG EC Cepruduxar Ne 06w cnenprramun (OC) I1BIHO HANMEHOBAHUE
CS Cislo certifikatu EU Spoleéné specifikace Cely nazev

DA EU-certifikatnumimer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikais Gemeinsame Spezifikationen (GS) Vollstandiger Name
EL ApBpog mororomtiked EE Kowég mpoduwyprgég (KID) [Thipng ovopadic
ES Numero certificado UE Especificaciones corunes Nombre completo
ET EL-i sertifikaadi nr Uhtsed kirjeldused Taisnimn:

FR N* certificai UE Spécifications communcs Nom complet

HR U potvrda br. Zajednitke specifikacije (.57 Pumt naziv

HU EU-tandsiivany szama Egységes eldirasok Teljes név

iT N* del certificato UL Specifiche comuni (3CY Nome completo

LV ES sertifikata Nr. Kopigds specifikicijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavarde
NO El-sertilikatlnr Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imig i nazwisko

PT Certificade UE N° Especificagdes comuns Nome completo

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

SK Certifikat EU & Spoloéne Specifikicie Cely nazov

5V Nummer pd EU-intyg Gemensamina specifikationer Fullstandigt namn
R AB Sertifika Numarast Genel Spesifikasvenlar (GS) Adi1 Soyadi

EN [ Funetion Signed for, and on bebalf of Date Issued

BG JlnrsxHooT TIonnHcaHo 3a A 0T UMETO Ha Jara xa nzgarane
Cs Funkee Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pé vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Agrovpyia YROYPOPETOL Y10 KOl EK LEPOVS TOVTC Hpepopnvia £kdoarng
ES Funcién Firmada por, ¥ en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel} Valjaandmise kuupdeyv
FR Fonction Signe par et au nom de Datc d'élablissement
HR [ Furkcija Potpisano za i uime Datum izdavanja
HU Beoszias Aldird a kévetkez6 képviseletében és nevében Kiadas datuma

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

LY Amats Parakstits $iidas personas varda lzdosanas datums
LT Pareigos Subjekto, kurio vardu pasiradoma, pavadinimas 13davimo data

NO Funksjon Signert for, og pA vegne av Utstedelsesdato

PL Funkeja Podpisano w imieniu Data wydania

PT Fungio Assinado e em notne de Data de emisséo

RO Functia Semnat pentru si in numele Data eliberdrii

SK Funkcia Podpisané za a v meng Datum vvdania

SV Funktion Undertecknat for och pd uppdrag av Datum [or utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTsa Tenouc Jlara ua ogobpenue
Ccs Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrnift Godkendelsesdato
DE | Ersetzl Unterschrift Datym der Genehmigung
EL Avixafiord Yroypapi] Huepounvia éyxprong
ES Sustituye Firma, Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de autorisation
HR | Zamjenjuje Potpis Datum edobrenja

HU Hatalytalanitia a kovetkezd dokumentumot; Alditds Jovahagyis datuma
IT Sostituisce Firma Data di approvazione
LY Aizstaj Paraksts Apstipringfanas dalums
LT Pakeifia Para$as Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semnitur Data aprobirii

SK Nahrddzg Podpis Datum schvélenia

SV Ersitter Namntgckning Datum fér godkannande
TR | Yerini aldifi1 belge [mza Onay Tarihi

EN Place Issucd Effective (Date or Lot Number)

BG MacTo Ha n3aBaKHE B cHaa oT/32 (A2Ta MAH HOMEP Ha NApTHna)

[ Misto vyddni Uginné od (datum nebo &islo sarke)

DA | Udsiedelsessied lkrafttraedelse {dato eller lotnummer)

DE | Ort Gultig ab (Datum oder Chargenbezeichnung)

EL Tomog Exdoong e 1wyl o {(Flugpopnvio 1) ap. noaprtidag)

ES Expedida en Efectiva (fecha o niimero de lote)

ET Véljaandmise koht Joustumine (kuupdev vdi pattiinumber)

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

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

HU | Kiadés helve Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Valido da (data 0 numero di Jotto)

LY [zdoZanas vieta Spéka no (daturns vai partijas naumurs)

LT [3davimo vieta Isigalioja (data arba partijos numeris}

NO Utstedeisessted Gjelder fra (dato eller lotnummer)

PL Migjsce wydania Obowiazuje od {(data lub numer partii)

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

RO Locul eliberrii Valabilitate (data sau numirul lotului)

SK Miesto vydania Uginnost’ od {ddtum aleha &islo $arie)

SV Plats for utfirdande Verkstalligt {(datum eller lotnummer)

TR Dizenlendigt Yer Yurirlik (Tarih veyva Lot Numaras:)
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EN

We, the undersigned, hereby declarc that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (FU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnestic 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

Hite, ROTYNONHCAHUTE, C HACTONIOTO AEXIapHPaNE, He FOPeoIHCaHoTe(HTe) MennHUHCKo(H) Hamenue(s) 32 HEBUTPO QMArHOCTHRA OTTORApA(T) HA
npuiIoERIMHTE pasnopendu Ha Pernavent (EC) 2017/746 Ha Erponeiickus napiamext u #a UbBeTa oT 5 anpul 2017 . 0THOCHO MEHUIEHCKUTE HIACIHA 38
WHENTPO AMArHccTAKa. Tasu Jexiapaind e Hanpasena 8 croTeeTcTBME © [Ipnnoxcrue IV Ha Peraamenta 32 1VD d 32 HeH{OTO H3JARAHE OTCCBOPHOCT HOCH
CHMHCTREHO TPOHIBOIHTEIAT.

&

My, niZe podepsani, timto prohiaiujeme, Zc diagnosticky(-¢) zdravotnicky(-¢) prostiedek {prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s piislusnymi
ustanovenimi natizeni Cvropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedeich in vitro. Toto
prohligeni je v sculadu s Piilohou IV nafizeni IVD a je vydéno na vyhradni odpovédnest vyrobee,

DA

Vi, undertegnede, erkleerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser | Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in viiro-diagnostisk medicinsk udstyr. Denne crklering afgives
overenssternmelse med 1V D-forordningens bilag [V op udstedes under fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika dic entsprechenden
Bestimmungen dar Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tiber In-vitro-Diagnostika erfallen. Diese
Erklarung erfolgt gemaB Anhang IV der [VD-Verordnung und wird unter alleiniges Verantwortung des Herstellers ausgesielli.

EL

EUEiS, 01 bTOYPEPOVTES, STAGVOVLE LIE TO AOPOV STLT0 TPOUVAGEPOUEVE BIOYVRCTIRY 10TPOTEXVOROYLKG TPOLOVTD TUPMGHEHVOVTIL LE TIg waydcuoes STdée
zov Kavoviauad (EE) 2017/746 zov Evpoaaiket Kowvafovhiov ke tov Zvppoviion mg 5™ Anpiiiov 2017 oyenkt ke 1o in vitro SiryvooTicd
wrpotsvoroyd mpoidvia, H dnhaon ovty vivete aippove ke 1o Dopépmpae TV 100 Kavoviopod [VD ko exBideT e nmoKAE1oTIKS Evdivr] Tov
KOTHGKEVUOTH

ES

Nosotros, fos abajo firmantes, por la presente declaramos que el{los) producto(s) sanitario(s) para diagnéstico i vitre descrite(s) anteriormente cumple(n) las
disposicienes aplicables del reglamento (UE) 2017/746 del Parlamento Europeo v del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro. Esta declaracién se realiza en conformidad con el Anexo IV del Reglamento [VD y es emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakifjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikemeditsiiniseadroed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017, aasta
miésruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sétctele. See deklaratsioon on koostatud vastavalt [VD mééruse TV Tisale
ning selle viljastamise eest vastutab ainult tootja.

FR

Nous soussigné(e)s, déctarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic ir vitro indiqué(s} ci-dessus esi/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 & 1" Anncxe IV du Réglement DIV sous la seule responsabilité du fabricant

R

Mi, nie potpisani, ovim putem izjavijujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod{i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskeg parlamenta i Vijeéa od 3. travnja 2017, o in vitro dijagnostitkim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe [VD i izdaje se pod iskljuéivom odgavornedéu proizvedada.

HU

Alulirottak ezennel kijelentjik, hogy a fent leirt in vitro orvostechnikai eszkdz(ok) meglelel(nek) az Burdpai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkozokrdl szale (ELF) 2017/746 (2017, prilis 5 ) rendelete (VD rendelet) vonatkozd rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt elbirdsoknak, és a gyartd kizdrélagos feleldssége alapjan kerilt kiadasra.

Noi, 1 sotoscritli, con la presente dichiariamo che il(i) dispositivofi) medico-diagnostica(i) inr vitro sopra descritto(i} &(sone) 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 i vitro. Questa
dichiarazione & redatta in conformita all'allegato [V del regolamento 1VD ed & rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mes, apakia parakstijuies, ar So pazinojam, ka iepriek apraksiita{-s) in vitre diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemgrojamajam prastb@m par in vitre diagnostikas mediciniskdm iericgm. 5T deklardcija it sagatavota saskana ar
1VD regulas IV pielikumu un par izdoanu atbild vienTgi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksCian minéta (-0s) i vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 4.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 del in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis VD reglamento 1V priedu ir yra iduodama tik gamintojo atsakomybe.

NO

Vi, undertegnede, erklzrer herved ar wistyret Gl in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende bestemmelser | Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erklzringen er utarbeidet i overensstemmelse med
vedlegg I'V i [VD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, ninigjszym odwiadczamy, ze wymieniony(-e) powyzej wyréb(wyroby) medyczny(-e) do diagnostyki in vitro spelnia{-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2G17/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 1. w sprawie wyrobdw medyeznych do diagnostyki in
vitro. Niniejsza deklaracja zostala sporzadzona zgodnie z Zakyeznikiem 1V Rozporzadzenia [VDR i wydana na wylaezna odpowicdzialnosé producenta.

PT

Nas, ahaixo assinados, declaramos que os dispositivos médicos para diagnostico in virro descritos acima estio cm conformidade com as disposigies aplicavels
do Regulamento (UE) 2017746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in vitro. Esta
declaragio ¢ feila em conformidade com o anexo 1V do Regulamento IVD c ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declarim ci dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitre deserise mai sus sunt confonme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European i ai Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro. Prezenta
declaratie este emis in conformitate cu ancxa IV 1a Regulamentul VD gi esie emisa sub responsabilitalea exclusivi a producitorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-€) zdravotnicka(-e) pomdeka(-y) uvedend(-¢) vyisie je (s&) v zhode s prisiuSnymi ustanoveniami
Nariadenia Eurépskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2G17 o diagnostickjch zdravotnickych poméckach in vitro. Toto vyhlasenie je v siilade
s Prilehou [V k Nariadeniu IVD a vydava sa na vvhradni zedpovednost vyrobeu.

SV

Vi, undertecknade, [orsakrar harmed att den eller de medicintekniska produkter for i vitro-diagnostik som beskrivs ovan dverensstammer med de tilidmpliga
bestammelserna i Europaparlamentets och radets forordning (EUY 2017/746 av den 5 april 201 7 om medicintekniska produkter for i vitra-diagnostik. Denna
forsdkran gors i enlighet med bilaga IV till IVD-fdrordningen och utfirdss under tillverkarens enskilda ansvar.

TR

Riz, asagida imzalar: bulunan, yukarida belirtilen in vitro diagnosiik tibbi cihazlarin, 2017/746 sayli Avrupa Parlamentosu {AB) Yénetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnosiik Tibbi Cihazlar Konseyinin ilgili hikiimlerine uygun oldugunt beyan ederiz. Bu beyan IVD Yonetmeligi Ek 1V uyarinca yapilmigtir
ve lireticinin miinhasir serumlufugu altindadir,
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Abhott
EU Declaration of Conformity
Basic UDI-DI: 038074AIP0766LN
Basic UDI-DI Name: Prolactin
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
07P6620
Alinity i Prolactin Reagent Kit 54335 W0102050108
07P6630
07P6601 Alinity i Prolactin Calibrators 54337 W0102152208
07P6610 Alinity i Prolactin Controls 54338 W0102152008
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
_(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abboit Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex [X Chapters I and I11,

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.

Full Name: David Spellman Full Name: Sandra Gallagher
Director Quality Assurance/Site Quality
Function: Head ; Function: Manager Regulatory Affairs
Signature: Mé/\_.«——- Signature: o &quﬁ&r
= : 5 U
Date of Approval: £3) géf’-’ ol G Date of Approval: 23 ~-SEP-2o2 4

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
Date Issued: /3 (= S@f ? 1T L1 Place Issued: Lisnamuck, Longford Co. Longford Ireland
Effective (Date X e
Supersedes: _ 29 June 2023 or Lot Number): 2n  SEf Lot
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EN EU Declaration of Conformity Basic UDI-D1 Basic UDI-DI Name
BG EC JEKJIAPALIMH 3A ChOTBETCTBHE Basos UDI-DI Haumenosanue Ha 6asor UDI-DI
CS EU PROHLASENI O SHCDE Zakladni UDI-DI Nizev zakladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLARING Grundlzggende UI-DI Grundteggende UDI-DI-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHAQZH EYMMOPEOEHE EE Bogwd UDI-DI Ovopngio Buasucol UDI-DIT
=S DECLARACION UE DE CONFORMIDAD UDI-DI Basico Nombre UDI-DI Basico
ET ELi vastavusdeklaratsioon Péhi-UDI-DI P§hi-UDI-DI nimi
FR Déclaration de conformit¢ UE U1 de base Nom [UD-1D de base
HR EU[ZIAVA O SUKLADNOSTI Osnovni UDI-D{ Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGI NYILATKOQZAT Alapveté UDI-DI Alapvetd UDI-DI neve
[T Dichiarazione di conformita UE UDI-DI di base Nome UDL-DI di base
LV FS athilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO Ell-samsvarserklering Grunnleggende UDI-DI Grunnleggende UDI-Di-navn
PL DEKLARACJA ZGODNOSCI UE Kod Basic UDI-DIL Nazwa kodu Basic UDI-IDI
PT DECLARALAO UE DE CONFORMIDADE UDI-DI basice Nome UDI-DI Basico
RO Declaratia de Conformitate UE UDI-DI de haza Numg UDI-DI de bazi
SK EU VYHLASENIE Q ZHODE Zakladny UDI-DI Nizov zdkladného UDI-DI
SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pi grundlaggande UDI-DI1
TR AR Uygunluk Bevam Temel UDI-DI Temel UDI-DI Ismi
EN | Risk Class List Number and Size Code Product and Trade Name
BG Kurac cniepea pucka Karaosxen HOMED H KOJL HA pazmepa Hste va npodywTa U TBPTOBCKD
HaHMEHOBAHHE
(8] Rizikové tfida Katalogové &isto a koncové dvajéisli Nazev produktu a obchodni nazev
urtujici velikost soupravy
DA | Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn
DE Risikoklasse Bestellnummer und Gréflencode Produkt- und Handelsname
FL Kamyopia xiviovou Kodikog Tpoidviog ko Kodkog TIpoiov ket Epuropkr Ovopaoio
Tuorevooiog
ES Clase de riesgo Numero de referencia y codigo de Producto vy marca comercial
tamatio
ET Riskiklass Katalooginwmber ja suurusekood Toote nimetus ja kaubanimi
FR Classe de risque Réference Nom de produit et de marque
HR | Klasa rizika Katalo$ki brej i oznaka pakiranja Naziv proizvoda i zafticeni naziv
HU | Kockazati osztaly Lislaszam ¢és készletkiszerelés-kod Termek- és kereskedelmi név
iT Classe di vischic Numero di listine ¢ codice formato Prodotto & nome commerciale
Lv Riska klase Kataloga numurs un izméra kods Produkta nosaukums un tirdznicetbas
nosaukums
LT Rizikos klasé Katalogo numenrs it dyd#io kodas Gaminio ir prekybinis pavadinimai
NO Hisikoklasse 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 Produte e nome comercial
apresentagio
RO | Clasa dc risc Numir de {istd §i cod dimensiune Denurmirea produsului $i denumirea
comerciald
SK Rizikova trieda Katalogové Cislo Nazov produktu a obchodny ndzov
sV Riskklass Listnummer och storlekskod Produkt och firmanamn
TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari [smi
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EN | GMDN Code EMDN Code Manutacturer (Name and Address) Manufacturer SRN
BG | Kon GMDN Kon EMDN [Tpom3soanTes (ume o agpec) EPH ua nponssoautens
CS Koéd GMDN Kod EMDN Vyrobee (ndzev a adresa) Jediné registraéni ¢islo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdkeg GMDN Kadixog EMION Karteoxevuonis (Ovouw kol Alcobuvan) SRN (Movuducdg ApiBuoc Mnphon)
(Ovoputohoyic {Ovoputoroyia Kataoxennon)
LR TPOTELVOROVIKOV 1TPOTEYVOLOYIK GV
Tpoioviay) TpoidvInv)
ES | Codigo GMDN Codigo EMDN Fabricante (nombre y direceion) SRN {n(mero de regisiro {mico) del
fabricante
ET | GMDN-kood EMBN-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 1 adresa) SRN (jedinstvent regisiraciiski broj)
proizvodaca
HU | GMDN-kad EMDN-kod Gvard (név és cim) Gyano egyedi regisztracios szima {SRN)
I Codicz GMDN Codice EMDN Fabbricante {nome e indirizzo) SRN (nrumero di registrazione unico) del
labbricante
LY | GMDN kods EMDN kods Razotd]s (nosaukums un adresc) RaZotdja vienotais registracijas numurs
(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numerns
priemoniy nomenklatiros priemoniy nomenklatiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn oz adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobéw producenta
Medycanych
PT Cdédigo GMDN Codigo EMDN Fabricante {Nome ¢ Morada) Nimero (nico de regisio do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresi) SEN producitor
SK Kod GMDN Kéd EMDN Vyrobes (Ndzov a adresa) Jeding registracné &slo (SRN) vitobou
SV 1 GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Urctici SRN'si
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EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacturc)
Address) (Namc and Address)
BG | YmpanomolueH npejcraBuren (HMe M EPH Ha yIbITHOMOILZHHEA TPEICTaBUTEN [pouseeaeno ot (MACTO BA
agpec) NPOM3BOJICTEO) (HME H a7apec)
CS | Zplnomocnény zastupce {nazev a adresa) Jeding registracni &islo zplnomocnéngho Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret reprsentant {navn og adresse) | Autoriseret repraesentants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichtigter {(Name und Adresse) SRN des Bevellmachtigten Hergestellt von {Herstellungsstandort)
{Name und Adresse)
EL Efovowodotnuévoe Avumposenog (Ovopa | SRN Edovstodomuévor Avtinpocomnou Kateokevaletot uno (Epyootasio
Kut Aebbuvern) TEpUYOYNS)
{Cvopuoia kot Aisvfuvan)
ES Representante autorizado (nombre ¥ SRN (numere de regisiro (nico) 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'cnregistrement unigue du Produit par {site de tabrication)
mandataire {nom et adresse)
HR | Oviasteni zastupnik {naziv 1 adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika {Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazotl képviselt egvedi Gvane (gyartas helve)
Tegisziracios szama (SRN) {név és cim)
IT Mandatario {inome e indirizzo) SRN (pumsro di registrazione unico) del Prodotio da (sito di fabbricazione)
mandatario {nome ¢ indinzzo)
LY | Pilnvarotais parsiavis {nosaukums un Pilnvarota parstavja vienotais registricijas | RaZots {raZo3anas vieta)
adrese) numurs {VEN) {nosaukums un adrese)
LT | lgaliotasis atstovas (pavadinimas ir [galiotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
N{ | 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 {migjsce
adres) upowaznionego przedstawiciela produkeji)
(nazwa i adres)
T Mandatario (Nome ¢ Morada) Numero Unico de registo do mandatario Produzido por (Local de fabrico)
(MNome e Morada)
RO | Reprezenlant autorizat (nume si adresd) $RN reprezeniant autorizat Produs de catre (locatie productie) (nume
si adresd)
SK | Autorizovany zastupca {nazov a adresa) Jediné registraéné Eislo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu (nazov a adresa)
5V Auktoriscrad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress) adress)
T’ Yetkili Tensilci (Isim ve Adres) Yetkili Temsitei SRN’si Uretici {Uretim Tesisi)

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

BG RHoTudunmpan opran {ume u uneHTUGRKALEOHEH Tponesypa 3a OLIEHKE HA CHOTBETCTEHETO
HOMep)

CS Oznameny subjekt (nazev a identifikaéni éisio) Postup posuzovini shody

DA | Bemyndiget organ {navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer}

DE | Benannte Stelle {Name und ldentifikationsnummer) Konformitatsbewertungsverfahren

EL Koworowmpévag Opyeviouag (Ovoua xon Apudc Agdwaaio 0£10AYNoNS SLULOPPDOT S
TUUTORGITONS)

ES Organismo Notificado (nombre y rliimero de Procedimiento de evaluacion de la conformidad
identificaci¢n

ET Teavitatud asutus (nimi ja identifitsecrimisnumber) Vastavushindamismenetlus

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

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

HU ; Bejelentett szervezet (név és szonositd szam) Megfeleldsépéridkelési eljaras

IT Organismo natificato (nome e numero di Procedura di vaiutazione della conformita
identificazione)

LV Pilnvarotd iestdde (nosaukums un identifikacijas Atbilstibas nov&riianas procedira
Umurs)

LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties vertinima procediira
nuineris)

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

PL Jednosika notyfikowana (nazwa | numer Procedura oceny zgodnosei
identviikacviny)

PT Organismo Notificado {Neme e Namero de Procedimento de avaliagio da conformidade
Identificacio)

RO Organism notificat (nume si numir de identificare) Proceduri de evaluare a conformitatii

SK Notifikovany orgén {Nazov a identilikaéné gislo) Postup posudzovania zhody

SV Anmait organ (namn och identifikationsnummer) Forfarande (61 beddmning av dverensstimmelse

TR Onaylanmig Kurulus (Isim ve Tanim Numarasi) Uyguniuk Degerlendinme Prosedinii
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EN | Quality Management Systern Annex IX Chapters I and 111,
Including an assessment of the technieal documentation for devices concerned on the basis of
representative samples
BG CucTema 3a vipasaeHe na kadccrsoro [puiomenuc [X, riasu [ u [T
BICTFOYHTEMHO OUCHKS 1A TeXHAUECKATA ACKY MCHTALKY L2 CHOTBETHHTE H3NE1HA BL3 OCHOBA HA
[peNcTABHTENHH ApodH
Cs Systém Fizeni kvality Pfiloha [X Kapitoly I a [1],
vCetné posouzeni technické dokumentace doiSenych prostfedki( na zakladé reprezentativnich vzorkd
DA | Kvalitetsstyringssystem Bilag I kapitel 1 og TI1,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af repraesentative praver
DE Qualitatsmanagemenisy siem Anhang IX Kapitel [ und LI,
einschlieBlich einer Bewertung der Technischen Dokumentation [ur betroffene Produkte auf der Grundlage
reprisentativer Stichproben
EL Zoatnue Awyzipiong Howmes Hepdpmpa IX Kepakea T ko I11,
GUUTEPLALUBHVETOL G I0AOYYGY TOU TEYVIKOD PUKELOD yitl TpolovTe Aou eLETalovTi Le DaoT avTIpoanmev Ky
BEIVIOTE
ES Sistema de Gestion de Calidad Anexe [X, capitules I y IIL,
se incluye una evaluacion de la documentacion técnica para los productos afectados sobre la base de muestras
representativas
ET Kvaliteedijuhtimisstisteem X lisa I ja [T pzarikk
Sealhulgas asjaomaste seadmere tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal
FR Sysléme de gestion de la qualité Annexe IX Chapitres I et [IL
Inclut une évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantitlons
représentatifs
HR Sustav upravljanja kvalitetom Prilog IX., Poglavha T i 1L,
ukljufujuci ocjenjivanie tehnitke dokumentacije za predmetne proizvode na temeliu reprezentativnih uzoraka
MU | Mindségiranyitasi rendszer [X. melléklet, I és [IL [ejezel, ideérive az énntett eszkozok miiszaki
dokumentdciojdnak reprezentativ mintak alapidn valo értékelését
I Sistena di gestione della gualita Allegato IX Capitoli 1 e [T,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni
rappresentativi
LV | Kvalitates vadibas sist@ma IX pielikuma T un ITI nodala,
tostarp attiecigo ierf¢u tehniskds dokumenidcijas novertdjums. pamatojoties uz reprezentativiem paraugiem
LT Kokybes valdymo sistema X priedo [ir [T skynai,
[skaitant atitinkamy priemoniy techininés dokumentacijos vertinima remiantis tipiniais pavyzdZiais
NO | Kvalitetsstyringssystem Vedlegg I3 kapiuel 1 og 111,
inkludert en vurdering av den tekpiske dokumentasjonen for aktuelt utstyr pd grunnlag av representative prover
PL System Zarzadzania Jakoscig Zatacznik [X, Rozdzialy 1 oraz I1I,
w tvm oecna dokumentacji techniczne] danveh wyrobdw na podstawie reprezentatywnych probek
PT Sisterna de gestdo da qualidade Anexo [X Capitulos I e 111,
Incluindo uma avaliacdo da documentagdo técnica para os dispesitivos em questio com base em amostras
represenlalivas
RO Sistemul de management aj calitatii Anexa 1X, Capitolele [ si 1] inclusiv o evaluare a documentagiei tehnice
pentru dispozitivele in cauzi pe baza unor probe reprezentative.
SK Systém riadenia kvality Priloha IX Kapitoty [ a [, vratane posidenia technickej dokumentéacie prisiudnych
pomécok na zaklade reprezentativaveh vzoriek
Y% Kvalitetsledningssystem Bilaga 13 Kapitel L och [11,
Inklusive en beddmning av den tekniska dokumentationen fér berdrda produkter som grundar sig pi
representativa urval
R Kalite Yonetim Sistemi Ek IX Bolum [ ve 111

Temsil numuneler bazinda ilgili cihazlar igin teknik dokimantasy onun degerlendirilmest dahil
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EN E U Certificate No, Common Specifications (CS) Full Name

BG EC Ceprudukar Ne O6mu enenuduxaipm (OC) [T»180 HanMeHoBaHKC
C8 Cislo certifikatu EUf Spole€né specifikace Cel¥ nazev

DA EU-certifikatnummer Falles specifikationer Fulde navn

DE Nr. des EU-Zertifikats Gemeinsame Spevifikationen (GS) Vollstindizer Name
EL ApiBuog mstoromTikow EE Kowsg zpoduvpapic (KIT) ITAApne ovougsiv
ES Numero certificado UE Especificaciones comunes Nombre completo
ET El-i sertifikaadi nr Uhtsed kirjeldused Taisnimi

FR N° certilicat UE Spécifications communes Nem complet

HR EU potvrda br Zajednicke specifikacije (LC5™) Puni naziv

HU EU-tangsitvany szama Egységes eldirdsok Teljes név

IT N¢ del certificato UE Specifiche comuni {(SC) Nome completo

LV ES sertifikita Nr. Koplgas specifikiicijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO El-scrtifikatnr, Felles spesifikasjoner Fullt navn

PL Nr Certyfikaty UE Wspélne specykacje Iimie i nazwisko

PT Certificado UE N° Especificagdes comuns Nome completo

RO Nr. certificat UE: Specificatii cormune {CS) Numele complet

SK | Certifikat EU €. Spologné Specifikacie Cely nazov

SV Nummer pi EU-inlyg Gemensamina specifikationer Fullstandigt namn
IR AB Sertifika Numaras: Genel Spesifikasyonlar (GS) Adit Soyad:

EN Function Signed for, and on behalf of Date Issued

BG Harpmuocr Ioanucano 3a ¥ 0T MMeTo Ha Jara ya n3gasane
CSs Funkee Podepsdne za a jménem Datum vydéanj

DA | Funktion Underskrevet for og pd veene af Udstedelsesdate

DE Funktion Unterzeichnet fur und im Aufirag von Datum

ElL, Asitoupyia YrnoypGeetm yio ke EK LEPOLS TOBANG Hyuepounvia éxdoong
ES Funcion Finmada por, v en nembre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nime!) Valjaandmise kuupiey
FR Fonction Signeé par ct au nom de Date d'¢tablissement
HR Funkcija Potpisano za i u ime Datum izdavanja
HU | Beosztas Al4lro a kovetkez képviseletdhen és nevében Kiadas datuma

IT Funzione Firmato a rome ¢ per conto di Data di rilascio

LV Amats Parakstils $adas personas varda Irdoganas datums
LT Pareigos Subjekto, kurio vardu pasiraioma, pavadinimas Iidavimo data

NO Funksjon Signert for, og p vegne av Utstedelsesdato

PL Funkcia Podpisanc w imieniu Data wydania

PT Fungdo Assinado e em nome de Data de emissdo

RO Functia Semnat pentru i in numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

5V Funktion Undertecknat f6r och pa uppdrag av Daturmn for utfirdande
TR Gorevi Namina ve temsilen imza Dizenletme Tarihi
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EN Supersedes Signature Date of Approval
BG 3amecTBa Toanuc Jlata va ogodpenue
Cs Nahrazyje Podpis Datum schvéleni

DA Erstatter Underskrift Godkendelsesdato
DE Ersetzi Unterschrift Datum der Genehmigung
EL AVIIRUIGTH Yrovpupr Huepounvie £yxpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Alkid Heakskiibmise kuupsev
R Annule et remplace Signature Date de 1'avtorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalvialanitja a kavetkezd dokumentumot: Aldiras Jovahagyis datuma
T Sostiluisce Firma Data di approvazione
LV Alrstaf Paraksts Apstiprina8anas datums
LT Pakeiéia Paragas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO Inlocuitor Semnaturd Data aprobirii

5K Nahradza Podpis Datum schvalenia

SV Ersétter MNamnteckning Datum for godkdnnande
TR Yerini aldi3i belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number}

BG MiACTO Ha M31ABAHE B cuna o1/3a (naTa ik HOMEpP HA NapTHaa}

S Misto vyddni Uginné od {datum nebo &islo 3arie)

DA Udstedelsessied Tkrafitreedelse (dato eller lotnummer)

DI Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tamog Ekboaig e wyd amd (Hpepounvio 1 ap. taptidoug)

ES Expedida en Efectiva (fecha o namere de lote)

ET Valjaandmise koht J3ustumine (kuupiev v6i partiinumber)

FR Lieu d’¢établissement Ernirde en vigucur (date ou numére de jot)

HR | Mijesto izdavanja Stupa na snagu {datum 1li broj serije)

U | Kiadas helve Hatalybalépés (datum vagy tételszam)

[T Luogo di nlascio Valido da (data o numerc di lotto}

LY lzdoanas vieta Spekd no (datums val partijas numurs)

LT 1§davimo vieta [sigalioja (data arba partijos numeris)

NQ Ultstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania QObowigzujc od {daa lub numer partii}

PT I.ocal de emissdo Efetividade (Data ou nimero de lote)

RO Locul eliberdrn Valabilitate {data sau numdrul lotului)

SK Miesto vydania Uinnost’ od (dalum alebo &islo 3arze)

5V Plats for utfardande Verkstalligr (datum eller lotnummer)

TR Dizenlendis Yer Yiariirlik (Tarih veva Lot Numarast)
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EN | We, the undersigned, hereby declare that the in vitro dizgnostic 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 Dagnostic Medical Devices. This declaration is
made in accordance with Annex IV of the IVD Regulation and is issucd under the sole responsibility of the manufacturer.

BG | Hue, nonynoanucaunte, ¢ iactosmoTo ACKRAPHPAME, Y€ TOPSOTTHCAHOTO(MTE ) MeNULMHCKO{M) H3TeNkKe( 1) 3a HUBHTPO AHATHOCTHKA OTTORAPH(T) Ha
OpHNesKIMuTE painopenbu Ha Permaveut (EC) 2017/746 na Esponefickiua mapravMert i Ha Cheeta o1 3 anpun 2017 r OTHOCHO MEIULMHCKHTE HINeHs 32
HHBUTPO AHarHocTHRA. Tasy Aeknapatlis ¢ Hanpasena B chOTRETCTRIAE ¢ [Tpunomenne 1V #a Pernaventa 3a IVD u 3a veiinoTo H3papane OTTOBOPHOGT HOCH

CAHHCTBEHC NPOHIBOIHTENAT.

€5 | My, niZe podepsant, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prostfedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé
§ ptislunymi ustanovenimi nafizeni Evropskeho parlamentu a Radv (EU) 2017/746 ze dne 5. dubna 2017 o diagnestickych zdravotnickych prostfedeich in
vitro. Toto prohlagent je v souladu s Pilchou IV nafizeni [VD a e vydano na vyhradni odpovdnost virobee.

DA | Vi, undertegnede, erklaerer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gicldende
bestemmelser | Europa-Parlamentets og Radets forordning (EU) 2017/746 af 3. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklaring afgives i
overensstermnelse med ['VD-forordningens bilag IV 0g udstedes under fabrikantens encansvar.

DE | Wir, die Unterzeichner, erkldren hiermit, dass das oben beschrichene In-vitro-Diagnosiikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung {EUY 2017/746 des Européischen Parlaments und des Rates vom 5. Aprii 2017 uiber [n-vitro-Diagnostika erfitllen. Diese
Erklarung erfolgt gemal Anhang IV der [VD-Verordnung und wird unter alleiniger Verantwortung des Herstellars ausgestellt.

LL | Ensic, o1 vmoypagovies, Snhdavoupe HE 70 TUPOV OTI TQ TPOAYUPEPOHEVT SIUYVOIOTIKG TPOTELVOLOYIKE TPOIOVTO GULUOPPHVOVTHRL HE TG 15y houGEg
Swrdier; tov Koavoviouot (EE) 2017/746 tev Eu poraicod Kowoovkiov ka tov Evpfloniion tmz 5 Ampiriov 2017 gyenKG pe Ta in vilro SwyveoTIKG
WIpeTEveloyKkd Tpeidvte. H 8ikaam avt vivetw ooupmvy pe 7o [upédpmua IV tov Kavoviepon 1VD ka exdideta He arokheaTien enlivy tou
KUTOGKEURGTA

ES | Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico iz vitre 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 prodiictos sanitarios para
diagndstico ir vitro. Esta declaracién se realiza en conformidad con el Anexo [V del Reglamente 1VD v es emitida bajo la exclusiva responsabilidad del
fabricante.

ET | Meie, allakirjutanud, kinnitame, et eespool kirjeldatud iz virre diagnostikameditsiiniseadmed vastavad Euroopa Parlamends ja ndukogu 5. aprilli 2017, aasta
madruse (EL) 2017746 (&1 vifre diagnostikameditsiiniseadmete kohta) kehaldatavatele satetele. Sce deklaratsioon on koostatud vastavalt [V madruse [V
lisale ning selle viiljastamisc eest vastutab ainult tootja.

FR | Nous soussigné(e)s, déciarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic i virre indique(s) ci-dessus est’sont conformers) aux
dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du $ avril 2017 relatif aux dispositifs médicaux de diagnostic in
vitro. Cette déclaration est élablie conformément & I Annexe 1V du Reglement DIV sous 1a seule responsabilité du fabricant.

HR | Mi, nize potpisani, ovim putem izjavlj wemo da su gore navedeni i vitro dijagnostitki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EL)
2017/746 Europskog parlamenta § Vijeda od 5. travnja 2017, o in vitro dijagnosti¢kim medicinskim proizvodima,
Ova je izjava sustavljena u skladu s Prilogom [V. Uredbe 1VD i 1zdaje sc pod iskljudivom odgovomadéu proizvodady,

HU | Alulivettak ezennel kijelentjiik, hogy a fent teirt in vitro orvostechnikai eszkoz(ok) megfelel{nek) az Eurdpai Parlament és a Tanacs in vilro diagnosziikai
orvostechnikai eszkdzokeél 57016 (CU) 2017746 (2017, dprilis 5. rendelete {IVD rendelet) vonatkoza rendelkezéseinek. A jelen nyiiatkozat megfelel az [VD
rendelet 1V, melié¢kletében fogtalt clirdsoknak, és a gyarto kizarélagos felelissége alapjan kel kinddsra.

IT } Noi, i sottoseritt, con la presente dichiariamo che (1} dispositivo{i) medico-diagnostico(i) i vitre sopra deseritto(i} ¢(sono) conforme(i) alle disposiziani
applicabili del regolamento (UE) 2017:746 del Parlamento europeo e del Consiglio del 3 aprile 2017 relativo ai dispositivi medico-diagnostici i vitre. Questa
dichiarazionc & redalla in conformita all'allegata 1V del regolamento IVD ed ¢ rilasciata sot1o la responsabilita esclusiva del fabbricanie.

LV | Mes, apaksa parakstijusies, ar 3o pazipojam, ka leprieks apraksiTta(-s) ir vitro diagnostikas mediciniskd(-s} izrTce(-es) athilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017746 (2017. gada 5. apiilis) piem&rojamajam prasibam par in vitro diagnostikas medictniskam ierfesm. 87 deklaricija ir sagatavota saskand
ar 1VD regulas IV pielikumu un par izdo$any athild vienlgi razotis.

LT | Mes, toliau pasiragivsieji {-iusiosios), parei§kiame, kad anks&ian minéta (-0s) in vitro diagnostikos medicinos priemone (-es) atitinka 2017 m, baland?io 5 d.
Europoes Parlamento ir Tarybos reglamento (ES) 2017/746 dél in pirre diagnostikos medicines priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovawjantis IVD reglamente 1V priedu i yra ducdama tik gamintojo atsakomybe.

NO | Vi, undertegnede, crklamrer herved at utstyret til i vitro-diagnostikk som er anfart ovenfor, er i samsvar med gieldende bestemmelser | Europaparlaments- og
rédsforordning (EUY 2017/746 av 5 april 2017 om medisinsk wistyr til ji vitro-diagnestikk, Denne erklringen er wiarbeider 1 averenssigmmelse med
vedlegg IV i [VD-forordningen og er utstedt under produscntens enesnsvar.

PL | My, nize) podpisani, niniejszym oswiadezamy, ze wymieniony(-g) powyzej wyrdb{ wyroby ) medyczny(-e) do diagnostyki in vitro spetnia(-ja) edpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego { Rady 7 dnia 5 kwietnia 2017 r. w sprawie wyrobdw medycanych do diagnostyki in
vitre. Niniejsza deklaracia zostala sporzadzona zgodnie 7 Zalacznikiem 1V Rovporzadzeniz IVDR i wydana na wylaczna odpowiedzialnosé producenta.

PT [ Nos, abaixo assinados, declaramos que os dispasitivos médicos para diagnéstico i vitre descrilos acima estio em conformidade com as disposigdes aplicaveis
do Regulamento (UE) 2017746 do Parlamenta Europeu ¢ do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnéstice in vie. FEsta
declaracdo é feita em conlormidade com o anexo [V do Regulamento IVD e ¢ emitida sob a exclusiva responsabilidade do fabricante.

RO Subsemnatii, declaram ca dispozitivul {dispozitivele) medical(2) pentru diagnostic in vitro deserisc mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Pariamentului European si al Consitiului din 5 aprilic 2017 privind Dispozitivele medicale pentru diagnosticul in vitro,
Prezenta declaratie este crnisa in conformitate cu anexa [V la Regulamentul |VD §1 este emisd sub responsabilitatea exclusivi a producatorului,

SK | My, delupodpisani. tymto vyhlasujeme, e diagnosticka(-¢) zdravotnicka(-e) pomécka(-y) uvedenal-€) vyiiie jo (si1) v zhode s prisludnymi ustanoveniami
Nariadenia Eurdpskeho parlamemta a Rady (EU) 2017/746 z 5, aprita 2017 o diagnosticky ch zdravotnick¥ch poméckach in vitro. Tato vyhlisenic je v silade
s Prilohou IV k Nariadeniu IVD a vydéva sa na vvhradni zodpovednost vyrobeu.

SV | Vi. ondertecknade, forsakrar hirmed att den cller de medicimekniska produkter for in virro-diagnostik som beskrivs ovan Gvercnsstammer med de nllampliga
bestammelserna i Curopaparlamentets och ridets forordning {EU) 2017/746 av den 5 april 2017 om medicintekniska produkter fir in vitro-diagnostik. Denna
forstikran gors | enlighet med bilaga iV 41l IVD-férordningen och utfardas under tillverkarens cnskilda ansvar,

TR | Biz, asagida imzalan bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlann, 2017/746 say:lt Avrupa Parlomentosu (ARB) Yénetmeligi ile 5 Nisan 2017
tarthli In Vitro Diagnostik Ttbbi Cihazlar Kenseyinin tigili hiikiimlerine uygun oldugunu beyan ederiz. Bu bevan IVD Yonetmelizi Ek IV uvannca vapimiste
ve lreticinin munhasir sorumlulufu altindadir,

End of form
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] Abbott

Declaration of Conformity

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

DoC-07P92-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
07P9220 54665 Alinity i Total PSA Reagent Kit Annex II List B
07P9230 54665 Alinity i Total PSA Reagent Kit Annex II List B
07P9201 38208 Alinity i Total PSA Calibrators Annex II List B
07P9210 38207 Alinity i Total PSA Controls Annex IT List B

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
Ridlerstralie 65

80339 Munich

Germany

Notified Body number

0123

Approval Certificate No.

V10019220008

Storage site of technical
documentation (name and address)

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

Department: Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature:

e Ny

Signature: S e

S —
Full Name: Jou Wi Full Name: Rl Mad
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
Date of Approval: 7o Nov (4 Date of Approval: 1 Moy &‘3 19

Date Issued: 2-2 N )

-~ ! t._'j

Place Issued: AIDD, Sligo

Supersedes: 07 October 2019

Effective (Dateor 2 O

AN 2o

Q
]

Lot Number):




O S VAR PP ST P

Declaration of C'onftjm't_iitj! |

Certificate ldentification: 07P%4
Legal Manufacturer’s Name: Abboit Treland Dingnostics Division
Legal Munufacturer's Address: Lisnnmuck, Longlord, Co. Longford, tecland.

List Numbers GMDN Code Names and Description of Devices Clasaification

wnd Size Code

of Devices _ ] .

0709420 58330 Alimty 1 Tolal T3 Reagent Kit Self-declared
(7P94-30
07P94.01 58333 Alinity i Total T3 Calibrators Self-declaned
0709440 58208 Aliatty 1 Tolal T3 Manual Diluent Self-declared
Authorized Evropean N/A
Represeniative (nane and address) - |
Storage of technical documentation | Abbott Ircland Disgnostics Division, Lisnamuck, Longtord, Co.
{name and address) Longford, lreland.
Harmonized Standards Listed in the Techmceal Docomentation

We, the undersigned, hereby declare that the in vilro diasgnosiic medical devices described above amd
bearing the CE marking, conform with the applicable provisions of the EC Directive Y8/ 79/EC of the
European Parliament and of the Council of 27 October 1998 on ln Vitro Diagnostic Medical Devices
as they are transposcd into the laws of the member states,

This declaration is made in accordance with Anaex 1 of the 1VD Directive and i issued under
the sole responsibiilly of the manufacturer,

Signature: ,6‘@@ lﬁ}\,}gd/ Signatues: /('t‘u;z lie 4 ¥ Leihree 4

Full Nane. Siobhen Wright Rl Hang 1 ormine Whitiey

Pogli Director Quality Asstuance / Pasition Semor Manager Regulaion Altwos
ostien

Hibe Crinlity Hewd

Dute oof 1- o Sisk ; 29 , dode

pio el I MAY- Lo Dage of Approval Q dy 2edo

Dle T - MAY-1R i Ahbatt Teotaand | hagnestics Paswon
brite Frena e bustiod Lisnomowk, 1 ongfond, Co 1 onglond

rehinnd
Superneddes 24 Apnl 201y v (g 71 MAU- 1o

] ot Nutnbwei)



Abbott

Declaration of Conformity

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

DOC-07P95-AIDD Longford
Abbott Treland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland

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

of Devices
07P9520 58322 Alinity i Total T4 Reagent Kit Self-declared
07P9530 58322 Alinity i Total T4 Reagent Kit Self-declared
07P9501 58324 Alinity i Total T4 Calibrators Self-declared
07P9510 58325 Alinity i Total T4 Controls Self-declared

Authorized Enropean
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

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

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 III of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: jgbu,a L gW Signature: A,/arre;.:. C./CJPLUJ

Full Name: Siobhan Wright Full Name: Lorraine Whitney

Position: D'irector {Xssurance Quality / Position. Senior Manager Regulatory Affairs
Site Quality Head

Date of Approval: 1Y - p2R-LT Date of Approval: 4 Wizl 2e09

Date Issued: 14 - AL -19 Place Issued: AIDD Longford

Supersedes: 01 December 2017 Effective (Date or M - ol - 19

Lot Number):




CJ

Abbott EU Declaration of Conformity
Basic UDI-DI: 038074AIP0O768LS
Basic UDI-DI Name: Alinity i 2nd Generation Testosterone
Risk Class: Class B
List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
07P6322 Alinity i 2nd Generation Testosterone Reagent Kit 61077 W0102050110
07P6332 Alinity i 2nd Generation Testosterone Reagent Kit 61077 W0102050110
07P6301 Alinity 1 2nd Generation Testosterone Calibrators 58381 W0102152202
07P6310 Alinity 1 2nd Generation Testosterone Controls 58380 W0102152002
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)
{Name and Address)

Axis-Shield Diagnostics Ltd, Luna Place, The Technology Park, Dundee
DD2 XA, UK

Notified Body
{Name and Identification Number)

TOV SUD Product Service GmbH
Ridlerstrafie 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 concerned on
the basis of representative samples.

EU Certificate No.
Neo. 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 IV of the IVD Regulation and is issued under the

sole responsibility of the manufacturer.

Full Name: _Claudia Becker
Function: _ Director Quality Assurance
Signature: C ’5([ Z,(\
Date of Approval; O lf 7;,] Q O-?t/
Signed for, and on {/
behalf of: Abbott GmbH, Wiesbaden, Germany

Full Name: Susanne Ulrich
Function: Afpociate Directfr, Regulatory Affairs
Signature: L g ﬂb ‘ﬁ“’

Date of Approval: y0ﬁ/ Qvlf ? 0lY

Date Issued:

O~ Jnl - 225

Supersedes: 11-Apr-2023

Place Issued: 65205 Wiesbaden, Germany

Effective (Date
or Lot Number):

/4—/4,/- o2y




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

BG EC JEKNAPALIMA 3A CHOTBETCTBHE Bazos UDI-DI Hanmernosanue na 6azoe UDI-DI

Cs EU PROHLASENI O SHODE Zikladni UDI-DI] Nazev zakladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKLAERING Grundleggende UDI-DI Grundlzggende UDI-Dl-navn

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

EL AHAQEH EYMMOPOQIHE EE Boawed UDI-DI Ovopacia Bacwod UDI-DI

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

ET EL] VASTAVUSDEKLARATSIOON Pohi-UDI-DI P&hi-UDI-DI nimi

FR DECLARATION DE CONFORMITE UE IUD-ID de base Nom IUD-1D de base

HR | EUIZJIAVA O SUKLADNOSTI Osnovni UDI-DI Naziv asnovnog UDI-DI

HU EU-megfeleloségi nyilatkozat Alapveté UDI-DI Alapvetd UDI-DI neve

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

LV ES ATBILSTIBAS DEKLARACUA Pamata UDI-DI Pamata UDI-DI nosaukums

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

NO EU-SAMSVARSERKLAERING Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

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

PT DECLARACAQ UE DE CONFORMIDADE UDI-D1 basico Nome UDI-DI Basico

RO DECLARATIA DE CONFORMITATE UE UDI-DI de baza Nume UDI-DI de bazi

SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nazov zékladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundlaggande UDI-DI Namn pi grundliggande UDI-DI

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

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

BG Knac cniopes pucka KatanoxeH soMep K K04 Ha pasmepa HMe HA IpOYKTA H ThProBCKO HAWMEHOBAHHE

Cs Rizikova tfida Katalogové ¢islo a koncové dvoudisli urdujici Nizev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GroBencode Produkt- und Handelsname

EL Kotnyopic Kivdivon Kwdikdg [Mpoidvrog ko Kwdikdg Zvokeveciog [poidv xat Epnopiki] Ovopogia

ES Clase de riesgo Numere de referencia y cddigo de tamario Producto y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote- ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

HR | Klasa rizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zadti¢eni naziv

HU Kockazati osztily Listaszim és készletkiszerelés-kéd Termék- és kereskedelmi név

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

LV 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 Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Nimero de lista e cédigo de apresentacio Produto e nome comercial

RO Clasid de nisc Numir de listd si cod dimensiune Denumirea produsului $i denumirea comerciala

SK Rizikova trieda Katalogové Eislo Niazov produktu a obchodny nizov

SV Riskklass Lisinummer och storlekskod Produkt och firmanamn

TR | Risk Smufi Liste Numaras: ve Uriin Kodu Uriin ve Ticari ismi
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EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN
BG | Kon GMDN Kox EMDN ITpouseoauTen (Mme | agpec) EPH na nponzsonmtenn
CS | Kéd GMDN Kod EMDN Vyrobce (ndzev a adresa) Jediné registradni &islo virobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse} Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kadikog GMDN Kwdwdg EMDN Karaokevaotic (Ovoua ko SRN (Movadikag ApiBués Mrtpoou)
(Cvopatoroyia (Ovopartohoyia AwetBuven) Koaraskevaot
1TPOTEXVOADYIKAY 1OTPOTEYVOROYIKGY
TPOIGVTLIV) npoidvLv)
ES | Cédigo GMDN Cddigo EMDN Fabricante (nombre y direccion) SRN (nimero de registro tnico) 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 unigue du fabricant
HR | GMDN kod EMDN kod Proizvodad (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kod EMDN-kdd Gyartd (név és cim) Gyang egyedi regisztricids szama (SRN)
1T 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 refistracijas 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 Europejskicj Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury Wyrobéw
Medvcznych
PT | Coédigo GMDN Codigo EMDN Fabricante {Nome e Morada) Namero unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume $i adresi) SRN producitor
SK. | Kéd GMDN Kéd EMDN Vyrobea (Nazov a adresa) Jediné registeaéné islo {SRN) vyrobcu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici ([sim ve Adres) Uretici SRN si
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | YnuinoMoweH npeacTaBuTen (HMe B EPH Ha yTbIHOMOWIEHHA MPESACTABHTEN TMpon3eeacHO OT (MACTO Ha MPOHIBOACTRO) (#Me U aapec)
anpec)
CS | Zplnomocnény zdstupce (nizev a adresa) Jediné registraéni &islo zpinomocnéného Vyrobeno (misto vyroby)
zastupce (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) | Autoriseret reprzsentants SRN Produceret af (fremstillingssted)
(navn og adresse)
DE | Bevollméichtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL | Efovowdompévog Avtpdownog (Ovopa | SRN EEouciobotnuévor Avimposdnon Kartaoxevdlera and (Epyootacio napaywyns)
ke AisvBuvon) (Ovouacia ka1 AlevBuven)
ES | Representante amtorizado (nombre y SRN (ntimero de registro Unico) del Producido por (Lugar de fabricacién) (Nombre y direccidn)
direccion) representante autorizado
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 ¢t adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlaitenog zastupnika {Naziv i adresa)
HU | Meghatalmazott képviseld {név és cim) Meghatalmazon képvisels egyedi Gyiné {gyartas helye)
regisztracids szdma (SRN) {név és cim)
IT Mandatario (nome ¢ indirizzo} SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione}
mandatario {nome e indirizzo)
LY | Pilavarotais parstavis (nosaukums un Pilnvarotd parstdvja vienolais registracijas | RaZots (raZo$anas vieta)
adrese) numurs (VRN) {nosaukums un adrese)
LT | lgaliotasis atstovas (pavadinimas ir |galiotajo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas ir adresas)
adresas) numeris
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 (migjsce produkeji)
adres) upowaznionego preedstawiciela {nazwa i adres)
PT | Mandatirio (Nome ¢ Morada) Numero unico de registo do mandatério Produzido por (Local de fabrico)
{Nome e Morada)
RO | Reprezentant autorizat (nume §i adresa) SRN reprezentant autorizat Produs de citre {locatie productie) (nume $i adresd)
SK | Autorizovany zistupca (nizov a adresa) Jediné registrainé &islo (SRN) Vyrobené {miesto vyroby)
autorizovaného zastupcu {nazov a adresa)
SV | Auktoriserad representant (namn och Aukteriserad representants SRN Tillverkas av (tillverkningsort) (namn cch adress)
adress)
TR | Yetkili Temsilci {isim ve Adres) Yetkili Temsilci SRNsi Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN | Notified Body (Name and Identification Number) Conformity Assessment Procedure
BG HoTHdHUHDPAH OpraH {MMe M HAEHTH(DHKALHOHEH HOMED) [Mpoueaypa 32 OUEHKA HA CHOTBETCTBHETO
S Oznameny subjekt (nazev a identifikadni dislo) Postup posuzovani shody
DA | Bemyndiget organ (navn og identifikationsnummer) Overensstemmelsesvurderingsprocedure
DE | Benannte Stelle (Name und Identifikationsnummer) Konformititsbewertungsverfahren
EL Kowomompévag Opyaviopds (Ovoua kar Appig Madikasio aordynong ouuudpenong
TQVTOTOINGNS)
ES Organismo Notificado (nombre y mimere de identificacion Procedimiento de evaluacidn de la conformidad
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 acjenjivanja sukladnosti
HU | Bejelentets szervezet (név és azonosito szim) MegfelelGsépériékelési eljiris
IT Organismo notificato (nome e numero di identificazione) Procedura di valutazione della conformita
LV Pilnvaroti iestdde {(nosaukums un identifikicijas numurs) Atbilstibas novért€lanas procediira
LT Notifikuotoji jstaiga (pavadinimas ir identifikacinis numeris} Atitikties vertinimo procediira
NO | Meldt organ {navn og identifikasjonsnummer) Framgangsmdte for samsvarsvurdering
PL Jednostka notyfikowana (nazwa i numer identyfikacyjny) Procedura oceny zgodnosci
PT QOrganismo Notificado (Nome ¢ Namero de Identificagdo) Procedimento de avaliacio da conformidade
RO | Organism notificat (nume gi numar de identificare) Proceduri de evaluare a conformititii
SK Notifikovany organ (Nézov a identifikaéné &islo) Postup posudzovania zhody
SV Anmilt organ (namn och identifikationsnummer) Férfarande for beddmning av 6verensstaimmelse
TR Onaylanms Kurulus (isim ve Tamm Numarasi) Uygunluk Degerlendirme Prosediiri
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 ynpasaenue va kauecToto [lpunoxenne [X, rnasu [ u I,
BRAKMHTENHO OLUEHKA HA TCXHHYECKATA JOKYMEHTAlUHA H3 CHOTBETHHUTE H3AEAHA BB3 CCHOBA HAa IPCACTABHTEIHH ﬂpOGH
Cs Systém Fizeni kvality Pfiloha IX Kapitoly 1a TiL,
viemé posouzeni technické dokumentace dotéenych prostfedkii na zakladé reprezentativaich vzorkil
DA | Kvalitetsstyringssystem Bilag IX kapitel [ og II1,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af representative prever
DE | Qualititsmanagementsystem Anhang IX Kapitel [ und [1I,
einschlieBlich einer Bewertung der Technischen Dokumentation fir betroffene Produkte auf der Grundlage repriisentativer Stichproben
EL Ziomue Awysimang Nowdmrag [Nepapmmpe IX Kepéhoa [ ke IIL
cuprephapPavetar af1oAdyTion Tov tEviKoD paxélou yio Tpoidvra mov sletdlovrm us léon avinposwnevnikg Ssiypata
ES Sistema de Gestion de Calidad Anexoe [X, capitulos | y 111,
s¢ incluye una evaluacién de la documentacion técnica para los productos afectados sobre 1a base de muestras representativas
ET Kvaliteedijuhtimissiisteem 1X lisa I ja 1 peatiikk
Sealhulgas asjaomaste secadmete tehnilise dokumentatsiconi hindamist esindavate valimite pShjal
FR | Systéme de gestion de la qualité Annexe IX Chapitres 1 et 11I,
Inclut une évaluation de la documentation technigue pour les dispositifs concemnés, sur la base déchantillons représentatifs
HR | Sustav upravljanja kvalitetom Prilog [X., Poglavlja L i L.,
ukljuéujuéi ocjenjivanje tehni¢ke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mindségiranyitasi rendszer 1X. melléklet, [. és I11. fejezet, ideérive az érintett eszkozok miiszaki dokumenticidjanak reprezentativ mintik alapjdn vald
értékelését
IT Sistema di gestione della qualita Allegato 1X Capitoli I e 1L,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni rappresentativi
LV Kvalitates vadibas sistéma [X pielikuma 1 un [1I nodala,
tostarp attiecigo ieridu tehniskds dokumenticijas novertéjums, pamatojoties uz reprezentativiem paraugiem
LT | Kokybés valdymo sistema IX priedo [ ir Il skyriai,
iskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdZiais
NQ | Kvalitetsstyringssystem Vedlegg IX kapittel 1 og 111,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative praver
PL | System Zarzadzania Jakoscia Zalacznik [X, Rozdziaty I oraz lII,
w tym ocena dokumentacji technicznej danych wyrobow na podstawie reprezentatywnych probek
PT | Sistema de gestio da qualidade Anexo IX Capitulos 1 ¢ 11,
Incluindo uma avaliaciic da documentagio técnica para os dispositives em questio com base em amostras representativas
RO | Sistemul de management al calititii Anexa IX, Capitolele I si [1l inclusiv o evaluare a documentatiei tehnice pentru dispozitivele in cauzi pe baza unor
probe reprezentative.
SK Systém riadenia kvality Priloha IX Kapitoly [ a I[], vratane posidenia technickej dokumenticie prisluinych pomdcok na zéklade reprezentativnych
vzoriek
sV Kvalitetsledningssystem Bilaga IX Kapitel 1 och [II,
Inklusive en beddmning av den tekniska dokumentationen for berirda produkter som grundar sig pd representativa urval
TR | Kalite Yonetim Sistemi Ek [X B6ldm | ve Il1

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

BG EC Ceprrhurar Ne Obwn cneundmxaunu (OC) IbRHC HaHMEHOBaRKE

[ Cislo certifikatu EU Spoletné specifikace Cely nazev

DA EU-certifikatnummer Falles specifikationer Fulde navn

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

EL ApBudc motonomrikon EE Kowéce npodiaypugds (KIT) [TAipng ovopasia

ES Nimero certificade UE Especificaciones comunes Nombre completo

ET EL-i sertifikaadi nr Uhitsed kigetdused Taisnimi

FR N° cerificat UE Spécifications communes Nom complet

HR EU potvrda br, Zajedniéke specifikacije {..CS") Puni naziv

HU EU-tandsitviny szdma Egységes elbirdsok Teljes név

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

LV ES sertifikdta Nr. Kopigis specifikacijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé

NO | EU-sentifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacje Imie i nazwisko

PT Certificado UE N° Especificacées comuns Nome compieto

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

SK Certifikat EU &. Spoloéné Specifikicie Cely nizov

SV Nummer pd EU-intyg Gemensamma specifikationer Fullstindigt namn

TR AB Sertifika Numarasi Genel Spesifikasyonlar (GS) Ad: Soyadi

EN Function Signed for, and on behalf of Date Issued

BG | JLieskkocT IoanucaHo 33 ¥ OT HMETO Ha Jlata wa n3pasane

CSs Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pd vepne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agttovpric Y moypageTan i Ko EK HEPOUC TOV/TTIG Huepounvia éxboone

ES Funcién Firmada por, y en nombre de Fecha

ET Funktsioon Alla kigutanud (kelle poolt ja nimel) Viljaandmise kuupédev

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

HR Funkcija Potpisano za i u ime Datum izdavanja

HU | Beosztas Alaird a kivetkezt képviseletében és Kiadas datuma
nevében

IT Funzione Firmato a nome ¢ per conto di Data di nilascio

LV Amats Parakstits $3das personas varda Izdofanas datums

LT Pareigos Subjekto, kurio vardu pasiraSoma, Isdavimo data
pavadinimas

NO Funksjon Signen for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado ¢ em nome de Data de emissic

RO Functia Semnat peniru si in numele Data eliberirii

SK. Funkeia Podpisané za a v mene Ditum vydania

SV Funktion Undertecknat for och pé uppdrag av Datum for utfirdande

TR Girevi Namina ve temsilen imza Diizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG | 3amecTsa IToanuc Hara #a oaobpeune

CS Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato

DE Ersetzt Unterschrift Datum der Genehmigung

EL Avrikobord Y noypogr Hyepopnvia éykpong

ES Sustituye Firma Fecha de aprobacion

ET Asendab Allkini Heakskiitmise kuupiev

FR Annule et remplace Signature Date de l'autorisation

HR | Zamijenjuje Potpis Datum odebrenja

HU | Hatélytalanitja a kdvetkezé dokumentumot: | Alairas Jévahagyas datuma

1T Sostituisce Firma Data di approvazione

LV | Alizsigj Paraksts Apstiprind$anas datums

LT Pakeidia Paradas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovagio

RO | Inlocuitor Semndturd Data aprobirii

SK Nahradza Podpis Ditum schvalenia

SV Ersiitter Namnteckning Datum for godkinnande

TR | Yerini aldif belge imza Onay Tarihi
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EN Place Issued Effective (Date or Lot Number)

BG MACTO Ha B31aBaHe B cuna o1/3a_(gaTa HIx HOMED Ha NapTHia)

CS Mistc vydani Utinné od (datum nebo &islo 3arze)

DA | Udstedelsessted Ikrafttirzedelse (dato eller lotnummer)

DE Ort Giiltig ab { Datum oder Chargenbezeichnung)

EL Téwog ékdooTe e v arnd (Hpepounvia ri ap. nopridag)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Viljaandmise koht Jéustumine (kuupiev vdi partiinumber)

FR Lieu détablissement Entréc en vigueur (date ou numéro de lot}

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

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

LV [zdo%anas vieta Speka no (datums vai partijas numsrs)

LT [Edavimo vieta Isigalioja (data arba partijos numeris)

NQ | Utstedelsessted Gijelder fra (dato eller lotnummer)

PL Miejsce wydania Obowiazuje od (data lub numer partii)

PT Local de emissio Efetividade (Data ou numero de lote)

RO Locul eliberdni Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost' od (détum alebo &islo farke)

SV Plats for utfirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Y iriiclik {Tarh veya Lot Numarasi)

EN | 1, 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 1V of the 1VD Regulation and is issued under the sole respounsibility of the manufacturer.

BG | A3, nonynoanucanHaT, C HACTOAWIOTO ACKAAPHPAM, 4e TOPEONHCAHOTO{HTE) MESHUHHCKO(H) H3LENHE(A) 33 HHBHTPO AWATHACTUKA OTrOBAPS(T) Ha
npuaexUMKTE pasnopenbu va Pernament (EC) 2017/746 na Epponefickua napnament u Ha ChBeta ot 5 anpnn 2017 r. 0THOCHO MEAHUMHCKHTE
H3EMHA 33 HHEKTPO AMArHocTHKAa. Tasy IeKNapauHs ¢ HAMPaBeHa B chaTeeTcTBHE C {Ipnnoxkenne IV ua Pernamenra 3a 1VD u 3a ueliHoto H3tasaue
OTTOBODHOCT HOCH €aHHCTBEHO NPOW3BOAUTEART.

CS | J4, nize podepsany(-a) timto prohladuji, Ze diagnosticky(-€) zdravotnicky(-€) prostfedek (prostfedky) uvedeny(-€} v¥se je {jsou) ve shodé s ptislusnymi
ustanovenimi Natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedcich in vitro. Toto
prohlageni je v souladu s Philohou [V Natizeni 1VD a je vydano na vyhradni odpovédnost vyrobce.

DA | Jeg, undertegnede, erklzrer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geldende
bestemmelser i Europa-Parlameniets og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklzring
afgives i overensstemmelse med IV D-forordningens bilag IV og udstedes under fabrikantens eneansvar.

DE | Ich, der Unterzeichner, erkldre hiermit, dass das oben beschriebene [n-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 Erklirung erfolgt gemiB Anhang IV der [VD-Verordnung und wird unter alleiniger Verantwortung des Herstellers
ausgestellt.

EL | Eyh, o vroypagov Snidve je t0 Topov OTL Ta TPORVEPEPOUEVE SLOTVIICTIKG LOTPOTEXVOROYIKE Zpoidvta suppoppdvovTal ue T Ioyboves; Satiteals
tov Kavovicpob (EE) 2017/746 tou Eupenaikod KowoPoviiov ket rou ZupPovkiov g 5% Anpiliov 2017 oyenika pe ta in vitro Sioyvaonika
wetpotEyvoroyixa npoidvra. H Sfluon avtr yiveto soppeva pe 1o Nepiapmmua IV 1ov Kavoviopol [VD ko exdibeta pe aroxdetarixr] £udivn tov
KOTAOKEDLOOTH

ES | Yo, ¢l abajo firmante, por la presente declaro que el{los) producto(s) sanitario(s) para diagndstice 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
diagnéstico in vitro. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la responsabilidad dnica del
fabricante.

ET | Mina, allakifutanu, kinnitan, et eespool kirjeldatud ir vitre diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja nfukogu 5. aprilli 2017.
aasta midruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele satetele. See deklaratsioon on koostatud vastavalt [VD
midruse IV 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 vitre 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 | 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 dijagnostitki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe
(EU) 2017/746 Europskog parlamenta i Vijeta od 5. travnja 2017. ¢ in vitre dijagnostickim medicinskir proizvodima.

Ova je izjava sastavljena u skladu s Prilogom [V. Uredbe 1VD i izdaje se pod iskljuivom odgovorno$éu proizvodaéa.

HU | Alulirott ezennel kijelentem, hogy a fent leirt in vitro orvostechnikai eszkoz(6k) megfelel(nek) az Eurdpai Parlament €s a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokrél szolo (EU) 2017/746 (2017, aprilis 5.) rendelete (1VD rendelet) vonatkozd rendelkezéseinek. A jelen nyilatkozat megfelel az
1VD rendelet [V. mellékletében foglalt eldirdsoknak, €5 a gyand kizardlagos felelossépe alapjan kerilt kiadasra,

IT | lo, sottescritto, con la presente dichiaro che il dispositivo(i) medico-diagnostico in vitre sopra descritto é conforme alle disposizioni applicabili del
regolamento (UE) 2017/746 del Parlamento europec e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato [V del regolamento IVD ed & rilasciata sotto la responsabilita esclusiva del fabbricante.

LV | Es, apakia parakstijies, ar $o pazinoju, ka iepriek§ aprakstita(-s) in vitro diagnostikas medicTniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas {ES) 2017/746 (2017. gada S. aprilis) piem@rojamajim prasibdm par in vitro diagnostikas mediciniskam iericém. i deklaricija ir sagatavota
saskand ar IVD regulas 1V pielikumnu un ir izdota vienigi uz raZotéja atbildibu.

LT | AS, toliau pasiraes (-iusi), pareiskiu, kad ankséiau minéta (-0s) int vitre diagnostilcos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d. Europos
Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikomas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento 1V priedu ir i¥duota tik gamintojo atsakomybe.

NO | Undertegnede erklaerer herved at utstyret til in vicro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments-
og ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in virro-diagnostikk. Denne erkleeringen er utarbeidet i overenssiemmelse med
vedlegg IV i IVD-forordningen og er utstedt under produsentens encansvar.

PL | Ja, nizej podpisany(-a), ninigjszym odwiadczam, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-¢} do diagnostyki in vitro speinia(-ja)
odpowiednie wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady 2 dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych
do diagnostyki in vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zalacznikiem 1V Rozparzadzenia IVDR i wydana na wylacimg
odpowiedzialnoéé producenta.

PT | Eu, abaixo assinado, declaro que os dispositivos médicos para diagnéstico in vitro descritos acima estio em conformidade com as disposigdes aplicaveis

do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conseiho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico ir
vitro. Esta declaracio ¢ feita em conformidade com o anexo [V do Regulamento 1VD ¢ ¢ emitida sob a exclusiva responsabilidade do fabricante.
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RO

Subsemnatul, declar ¢a 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 declaratie este emis3 in conformitate cu anexa IV la Regulamentul [VD si este emisd sub responsabilitatea exclusivi a producétorului,

SK

Ja, dolupodpisany(-4), tymte vyhlasujem. Ze diagnosticki(-é) zdravotnicka(-e) pomdcka(-y) uvedena(-€) vys3ie je (si) v zhode s prislusnymi
ustanoveniami Nariadenia Eurépskeho parlamentu a Rady (EU) 2017 746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto
vyhlasenie je v silade s Prilohou IV k Nariadeniu [VD a vydava sa na vyhradni zodpovednost” virobeu.

SV

Jag, undertecknad, firsikrar hiirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillimpliga bestimmelsema i Europaparlamentets och ridets forordning (EU) 2017 746 av den 5 april 2017 om medicintekniska produkter for in vitro-
diagnostik. Denna frsikran gdrs i enlighet med bilaga 1V till IVD-férordningen och utfirdas under tillverkarens enskilda ansvar,

TR

Ben, agagida imzas1 bulunan, yukarnda belirtilen in vitro diagnostik medikal cihazlann, 2017/746 sayih Avrupa Parlamentosu (AB} Direktifi ile 5 Nisan
2017 wrihli In Vitro Diagnostik Mcdikal Cihazlar Konseyinin ilgili hiikimlerine uygun oldugunu beyan ederim. Bu beyan IVD Direktifi Ek IV uyannca
vapilmistir ve iirgticinin miinhasir sorumlulugu alundadir.

End of document
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(| Abbott

Declaration of Conformity

Certificate Identification: DOC-09P49-SD-DELK-TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Names and Description of Devices Classification

and Size Code Code

of Devices

09P4922 54375 Alinity i Thyroglobulin Reagent Kit (2 x 100 Tests) Self-declared
09P4932 54375 Alinity i Thyroglobulin Reagent Kit (2 x 500 Tests) Self-declared
09P4901 41712 Alinity i Thyroglobulin Calibrators Self-declared
09P4910 41711 Alinity i Thyroglobulin Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | pyiirebio Diagnostics, Inc., 201 Great Valley Parkway, Malvern,
(name and address) Pennsylvania 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 Il of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: 7 ,A Signature: /' A0 L .Zécg~
’ /

Full Name: Dr. Jorg Amborn Full Name: Susanne Ulrich
Position: Director Quality Assurance Position: Senior Manager Regulatory Affairs
Date of Approval: 2 00 - Gf- 20 Date of Approval: /fﬁ/ /ﬂ:?r / lelo
4 Fri
Date Issued: 20/ HJpq | 070
Z 4
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 23-Jul-2020

Effective (Date or 2 7 . o
Lot Number): 46/ /f’ﬂy/jéc (7
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-] Abbott

Declaration of Conformity

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

DOC-08P45-AIDD Longford
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland

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

of Devices
08P4522 60922 Alinity i 25-OH Vitamin D Reagent Kit Self-de
08P4532 60922 Alinity i 25-OH Vitamin D Reagent Kit Self-declared
08P4501 54432 Alinity i 25-OH Vitamin D Calibrators Self-declared
08P4510 54433 Alinity i 25-OH Vitamin D Controls Self-declared

Authorized European
Representative {(name and address)

N/A

Storage site of Technical
documentation (name and address)

Abbott Treland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
Ireland
Department: Regulatory Affairs

Harmorized Standards

Listed in the Technical Documentation

‘We, the undersigned, hercby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/7%/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 IIT of the TVD Dig‘ective and is issued under the sole

responsibility of the manufacturer.

Signature: Xi_&b@m— T anl Signature: ﬁ; Wl /,“(/L l“"\
4 4 —

Full Name: Siobhan Wright Full Name: Lorraine Whitney
Position: Director Quality Assurance / Site Position: Senior Manager Regulatory Affars
Quality Head

Date  Approval: o - fun 19 Date of Approval: H5 Sunz 2919

Date Issued: oL ~Jun ~19 Place Issued: Abbott Ireland Diagnostics Division,
) Lisnamuck, Longford, Co. Longford,

Ireland
Supersedes: Effective (Date or

17-Dec-2018 Lot Number): ol - Jun - (T
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