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Management Service

CERTIFICATE

Certificate Registration No.: 12 100 64551/02 TMS / Order No.: 707151799
The Certification Body
of TUV SUD Management Service GmbH

certifies that the organization

Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
Germany

at the site

cJ

Abbott

Abbott Diagnostics GmbH
Max-Planck-Ring 2

65205 Wiesbaden

Germany

for the scope
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The provision of Warehousing and Distribution services of
In-Vitro Diagnostic Medical Devices and Medical Devices

17
RAICMA

has established and applies a Quality Management System.

An audit was performed and has furnished proof
that the requirements according to

DIN EN I1SO 9001:2015

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2024-10-01 until 2027-09-30.

@A ()evL ) { (( pAKKS

¢ CERTIFICATE @

Deutsche
Akkreditierungsstelle
D-ZM-14143.01-00

Fred Wenke
Head of Certification Body
Munich, 2024-07-16

ZERTIFIKAT

TUV SUD Management Service GmbH  Zertifizierungsstelle ® Ridlerstrasse 57 ® 80339 Minchen ® Germany
www.tuvsud.com/de-certificate-validity-check
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010051 0139 Rev. 01

Product Service

Holder of Certificate: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Certification Mark:

L. ENISO 13405 A8

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Manufacture and
Warehousing of In-vitro Diagnostic Reagents for
Clinical Chemistry, Immunochemistry, Hematology
and Infectious Immunology. The provision of
Warehousing and Distribution services of In-vitro
Diagnostic medical devices and medical devices.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?g=cert:Q5 010051 0139 Rev. 01

Report No.: 713332354 _IVDR
Valid from: 2024-10-01
Valid until: 2027-09-30

c@s'(—\_/

Date, 2024-07-11 Christoph Dicks
Head of Certification/Notified Body

o)
Page 1 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 010051 0139 Rev. 01

2

Product Service

Applied Standard(s): SO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Design and Development, Manufacture and Warehousing of
In-vitro Diagnostic Reagents for Clinical Chemistry,
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The provision of Warehousing and Distribution services of
In-vitro Diagnostic medical devices and medical devices.

o)
Page 2 of 2 TOV
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** ** * Benannt durch/Designated by

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

e *i‘?/\‘? BS-IVDR-099

www.zlg.de

Product Service

EU Quality Management System Certificate (IVDR)

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

No. V12 054869 0013 Rev. 01

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

SRN Manufacturer: IE-MF-000010070

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

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

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

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

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

Report No.: 713235160-02

Preceding Certificate No.: V12 054869 0013 Rev. 00
Valid from: 2021-12-03

Valid until: 2026-11-25

Date of Initial Issuance: 2021-11-26

c@s'(—\_/

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

Page 1 0of 3
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany
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ZERTIFIKAT & CERTIFICATE

** ** * Benannt durch/Designated by

* *

% L@ %

** g%
K 4 K

Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

www.zlg.de

Medizinprodukten
BS-IVDR-099

&

Product Service

EU Quality Management System Certificate (IVDR)

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

No. V12 054869 0013 Rev. 01

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

Page 2 of 3

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

B
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

B
WO0101 - CLINICAL CHEMISTRY

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

B
w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

C

WO0101 - CLINICAL CHEMISTRY

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

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

C

WO0101 - CLINICAL CHEMISTRY

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

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

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

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

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

e *‘Aj\‘? BS-IVDR-099

www.zlg.de

o

Product Service

EU Quality Management System Certificate (IVDR)

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

Companion Diagnostics)

No. V12 054869 0013 Rev. 01

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

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

Revision History:

Page 3 of 3

C

W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

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

C

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

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

-none-

Rev. Dated Report
00 2021-11-26 713198595

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



Add value,

TOV SUD Product Service GmbH- Ridb 65 - 30339 Munich - G Inspire trus
Abbott GmbH

Max-Planck-Ring 2

65205 Wiesbaden

Germany

Your referencedetier of Qur reference/name Tel. extension/Email Fax exiension Dale Page
010051 713318978-21 medical_devices@tuvsud.com  NA 2024-12.19 10f9

TOV SUD Product Service GmbH
Confirmation Letter
CL! 010051 0165 Rev. 01

Reference: 713198378 | 713227883 | 713273267 | 713276863 | 713279612 | 713281083-09 |
713281083-13 | 713281083-18 | 713281855 | 713296312-CN | 713297671 |
713302431 | 713312272 | 713312280 | 713312285 | 713312286 | 713312292 |
713318978-04 | 713318978-05 | 713354680

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate surveil-
lance in the framework of Regulation EU 2024/1860 amending Regulations (EU) 2017/746 (in the
following referenced as IVDR) as regards the transitional provisions for certain in vitro diagnostic
medical devices.

With this letter TUV SUD Product Service GmbH, designated under VDR and identified by the number
0123 on NANDO, confirms that we have received a formal application in accordance with Section 4.3,
first subparagraph of Annex VIl of IVDR and has signed a written agreement in accordance with Section
4.3, second subparagraph of Annex VIl of IVDR with the above stated manufacturer with the following
Single Registration Number (SRN)

Single Registration Number: DE-MF-000009455

The devices covered by the formal application and the written agreement mentioned above are identified
in the Tables below.
- Table 1 identifies the devices for which an IVDR application has been received, written agreement con-
cluded and for which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of
the corresponding devices under the applicable Directive.

- Table 2 identifies the devices for which an IVDR application has been received and a written agreement
concluded, but TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveil-
lance of the corresponding devices under the applicable Directive or these dévices did not require a Notified

Body certificate under Directives.
Registered Office: Munich Supervisory Board: TV 30D Product Service GmbH tuvsud.com/ps
Trade Register Munich HRB 85742 Huolger Lindner (Chairman) Zertifizierstelle fir Medizinprodukte Hotline: +49 89 50084-747
UniCredit Bank GmbH - BIC HYVEDEMMXXY, Board of Management: Certification Body for Medical Products
IBAN DE13 7002 0270 QD48 8522 11 Walter Reithmaier (CEQ) Ridlerstr. 85
VAT ID Ne. DE129484267 Pairick van Welij 80339 Munich ®
Information pursuant to § 2 [1] DL-InfoV Germany TW

(Germany) at tuvsud.comfimprint
ID: 286473 Revision: 0 — released Effective; 17 Jul 2024 Page 10f 8



if devices covered by certificates issued under Directive Directive 98/7%/EC (IVDD) that expired after 26.

May 2022 and before 09. July 2024, without having been withdrawn, this letter also confirms that
- the manufacturer signed the written agreement under VDR by the date of IVDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption
from the applicable conformity assessment procedure in accordance with Article 54(1) of IVDR or Article
92(1) of the IVDR respectively.

The transition timelines in accordance Article 110 (3) of IVDR that apply to the devices covered by this
letter, subject to the manufacturer’s continued compliance to the other conditions specified in Article 110
{3¢) of IVDR, are shown below:

- 31. December 2027, for devices cerified under (VDD
31. December 2027, for class D devices,
31. December 2028, for class C devices;
31. December 2029, for class B devices and for class A devices placed on the market in sterile condition
We reserve the right to invoice any issuance, copies, amendments and / or changes of the confirmation
letter according to effort.

For confirmation letter validity see www tuvsud.com/ps-cert?g=cert:CLI 010051 0165
In case of inquiries please contact medical devices@tuvsud.com.

On behalf of the Notified Body TUV SUD Product Service GmbH,

2024-12-18
TUV SUD Product Service GmbH TUV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
ﬁ%—b\’mzs GMT+1) Michael Mavermeir (Dec 19, 2024 14:54 GMT+1)
Jana Neumann Michael Mauermeir
Conformity Assessment Responsible (CARE) Application Reviewer

ID: 286473 Revision: 0 — released Effective: 17 Jul 2024 Page 2 of 9



Table 1: Devices covered by this letter and for which TUV SUD Product Service GmbH is also re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-
rective:

IVDD Certificate Refer-
ence(s) of the devices

Device name or Basic UDI-Dl  IVDR Device classification
{under WDR application} (as proposed by the manu-

If the IVDR device is a sub-
stitute device, identification

facturer and verifled during of the corresponding VDD under IVDR application,
application review) device and the NB Identifica-
tion
ARCHITECT HBaAg / Class Dincl. STINPT NfA V1010051 0103 Rev. 13
HBeAg V7 010051 0120 Rev. 04
038074ARCO632KEG NE# 0123
Alinity i HBeAg f Class Dincl. ST/INPT MNiA V1 010051 0103 Rev. 13
HBeAg V7 010051 0109 Rev. 05
038074AIP0764LJ NB# 0123
ARCHITECT Anti-HBe / Class Dincl. ST/NPT NiA V1 010051 0103 Rewv. 13
Anti-HEe V7 010051 0124 Rev. 03
038074ARCO634KA NB# 0123
Alinity i Anti- HBe / Class D incl. STINPT NiA V1 010051 0103 Rev. 13
Anti-HBe V7 010051 0108 Rev. 05
038074AIP0763LG NB# 0123
ARCHITECT HIV Ag/Ab Class D incl. ST/INPT N/A V1 010051 0103 Rev. 13
Combo V7 010051 0118 Rev. 04
033074ARJ042TMG NB# 0123
HIV Ag/Ab Combo Class D incl. STINPT NiA V1 010051 0103 Rev. 13
038074WIE0009T4 V7 010051 0118 Rev. 04
NB# 0123
Alinity i HIV Ag/Ab Combo  Class Dincl. STINPT NIA V1 010051 0103 Rev. 13
038074AIP0B07LE V7 010051 0113 Rev. 05
NB# 0123
HIV AglAb Combo Class D incl. STINPT NiA V1010051 103 Rev. 13
WIEQD V7 010051 0113 Rey. 05
038074WIEQ010SM N
ARCHITECT Anti-HCV Class D incl. ST/INPT N/A V1 010051 0103 Rev. 13
038074ARCOG3TKG V7 010051 0132 Rev. (4
NB# 0123
ARCHITECT Anti-HCV / Class D inct. ST/NPT NIA v1 010051 0103 Rev. 13
Anti-HCV V7 010051 0132 Rev. 04
03807TAWIENNI4SY NB# 0123
Alinity | Anti-HCV Class D incl, ST/INPT NiA V1 010051 0103 Rev. 13
038074AIP0S06LY W7 010051 0112 Rev. 05
NB# 0123
Alinity | Anti-HCV / Class D incl. STINPT NIA, V1 010051 0103 Rev. 13

Anti-HCV
03B07TAWIEDO13ST

1D 286473

Revision: 0 - released

Effective: 17 Jul 2024

V7 010051 0112 Rev. 05
NB# (123

Page 3 of 9



Device name or Basic UDH-DI
{under IVDR application)

ARCHITECT Anti-HBc Il /
Anti-HBc It
038074ARLOB44NS

Alinity i Anti-HBc 1/
Anti-HBc It
038074AIPDTSTLW

ARCHITECT Antl-HBc IgM /
Anti-HBc IgM
038074ARCOG33KE

Alinity i Anti-HBc tgh /
Anti-HBEc IgM
038074AIPOTE6LU

ARCHITECT rHTLV I
03807T4ARLOG6ING

Alinity | PHTLV-I/I0
038074AIP0761LC

ARCHITECT HCV Ag
038074ARLOG4TNN

Alinity s Anti-HCV Il
038074ASW0456SK

Alinity s HIV Ag/Ab Combo
038074ASPOGO1PP

Alinity s HIV Ag/Ab Combo
038074WIEQ00TSY

Alinity s Anti-HBc
038074ASP0606PZ

Alinity s HTLV IM
038074A5P0607Q3

1D: 286473

IVDR Device classification
(as proposed by the manu-
facturer and verified during
application review)

Class D incl. ST/NPT

Class D inck. ST/NPT

Class D incl. STINPT

Class D incl. ST/INPT

Class D incl. ST/INPT

Class D incl. STINPT

Class D incl. STINPT

Class D incl. STINPT

Class D incl. STINPT

Class D incl. STINPT

Class D incl. STINPT

Class Dincl. STINPT

Revision: 0 - released

If the IVDR device is a sub-
stitute device, identification
of the corresponding IVDD
device

MNIA

NIA

NFA

N/A,

NIA

N/A

N/A

Alinity s Anti-HCV 1t
038074ASWO4565K
Ref IDs: 04WS655

Alinity s HIV Agfab Combo
038074AS5F0B01PP

Ref 1Ds: 06P0109, 06P0118,
06P0119, 06P0177

NIA

N/A

NIA

Effective: 17 Jul 2024

WDD Certificate Refer-
ence(s) of the devices
under IVDR application,
and the NB Identifica-
tion

V1 010051 0103 Rev. 13
V7 010051 0130 Rev. 04

NE# 0123

V1 010051 0102 Rev. 13
V7 010051 0111 Rev. 04
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0121 Rev. 05
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0110 Rev. 04
NB# 0123

V1010051 0103 Rev. 13
V7 010051 0128 Rev. 03
NB# 0123

V1 010051 0102 Rev. 13
V7 010051 D107 Rev. 03
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0127 Rev. 04
NE# 0123

V1 010051 0103 Rev. 13
V7 010051 0135 Rev. 02
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0102 Rev. 05
NE# 0123

V1 010051 0103 Rev. 13
V7 010051 0102 Rev. 05
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0105 Rev. 03
NBE# 0123

V1 010051 0103 Rev. 13
V7 010051 0106 Rev. 03
NB# 0123

Page 4 of 9



Device name or Basic UDI-DI
{under IVDR application)

ARCHITECT Toxo IgG
038074ARCOG19KE

Alinity i Toxo IgG
038074AIP0745LE

ARCHITECT Toxo IgM
038074ARCO620JX

Alinity | Toxo Igh
038074AIPOT47L

Alinity | HCV Ag
038074AIPO923LE

IVDR Device classification
(as proposed by the manu-
facturer and verified during
application review}

Class C for professional use

Class C for professional use

Class C for professional use

Class C for professional use

Class D incl. STINPT

If the IVDR device is a sub-
stitute device, identification
of the correspending IVDD
device

NIA

NiA

N/A

NiA

NiA

Legend: ST - self-testing; NPT - near-patient testing; CDx — companion diagnostics

VDD Certificate Refer-
ence(s) of the devices
under IVOR application,
and the NB Identifica-
tion

V1010051 0103 Rev. 13
NB# 0123

V1 010051 0103 Rev. 13
NB# 0123

W1 010051 0103 Rev. 13
NB# 0123

V1010051 0163 Rev. 13
NB# 0123

V1 010051 0103 Rev. 13
V7 010051 0133 Rev. 02
NB# 0123

Table 2: Devices covered by this letter and for which TUV SUD Product Service GmbH is NOT re-
sponsible for appropriate surveillance of the corresponding devices under the applicable Di-

rective:

Device name or Basic UDI-D4
{under IVDR application)

ARCHITECT EBV VCA IgG /
EBV VCA IgG
038074ARPO3ESPM

Alinity | EBV VCA IgG /
EBV VCA IgG
038074AIP0921LA

ARCHITECT EBV VCA IgM /
EBV VCA IgM
038074ARPOIGEPP

Alinity i EBV VCA IgM /
EBC VCA Ight
038074AIP0922LC

ARCHITECT EBV EBNA-1
IgG/

EBV EBNA-11gG
038074ARP0O367PR

1D: 286473

VDR Device classification
{as proposed by the

manufacturer and verified
during application review)

Class Dincl. ST/INPT

Class D inct. ST/NPT

Class D incl. STINPT

Class D incl. STINPT

Class D incl. STINPT

Rewision: 0 - released

if the IVDR device is a
substitute device,
identification of the
corresponding VDD device

NiA

N/A

N/A

N/A

N/A

Effective: 17 Jul 2024

DD Certificate
Raference(s) of the
devices under IVDR
application, and the NB
Identification

N/A - Device did not
require a Nolified Body
certificate under
Diractives

N/A - Device did not
require a Notified Body
certificate under
Directives

N/A - Device did not
require a Notified Body
certificate under
Directives

N/A - Device did not
require a Notified Body
certificate under
Directives

NIA - Device did not
require a Nolified Body
certificate under
Directives

Page 5 of 9



Device name or Basic UDI-DI

(under IVDR application)

VDR Device classification
{as proposed by the

manufacturer and verified
during application review)

If the IVDR device is a
substitute device,
identification of the
corresponding IVDD device

IVDD Certificate
Reference(s) of the
devices under IVDR
application, and the NB
Identification

Alinity i EBY EBNA-119G / Class D incl. STINPT NiA /A - Device did not

EBV EBNA-1 require a Notified Body
certificate under

038074AIP0320LE Directives

ARCHITECT Syphilis TP / Class D incl. ST/INPT NfA N/A - Device did not

Syphilis TP require a Notified Body

ye certificate under

038074ARDOBOGKS Directives

Alinity i Syphills TP { Class D incl. STANPT N/A N/A - Devica did not

Syphilis TP require a Notified Body
cedificate under

038074AIPOTE0LA Directives

Alinity s Chagas Class D incl. STNPT NIA N/A - Devriqw ?idd"é’t ;
require a Notified Body

038074ASP0608QS5 e
Directives

Alinlty s Chagas Class D incl. ST/INPT N/A N!Aj Device ‘clid not

038074WIEODOBSW require a Notified Body
certificate under
Directives

Alinity s Syphilis Class D inct. ST/NPT NA NIA ; DE\-‘LOE u(:_iddn;l a
require a Notified Bo

03807T4ASPOS0IQT ificate under
Directives

Confirmation Letter Version History
Date TOV S0D Product Service GmbH Action
internal reference traceable to
each version of the letter
2024-08-20 713318978-21 Initial issue
2024-12-19 713354680 Revision 01:

Addition of Device: Alinity | HCV Ag (Basic UDI-DI:
038074AIP0923LE) to Table 1

ID: 286473 Rivision: 0 = released Effective: 17 Jul 2024 Page 6 of 9



Attachment

Additional Information for the devices listed in the table(s) above:

Device name REF ID
Basic UDI-DI
{under IVDR application)
6C32-01, 6C32-10, 6C32-27, 6C32.37, 6C32-74, 6C32-77, 6C32-00,
ARCHITECT HBeAg / 6C32-19, 7P24-01, TP24-10, 7P24-09, 7P24-19
HBeAg
038074ARC0632K6
Alinity | HBeAg / 07P6401, 07P6410, 0991001, 09P1009, 09P1010, 09P 1019,
HBeAg 07P8422, 07P6432, 07P6409, 07P6419, 07P6474, 07P6477
038074AIPO7E4L
ARGHITECT Ani-HBe / 6C34-01, 6C34-10, 6034-25, 6C34-35, 6C34-09, 6C34-19, 6C34-74,
, 6C34-77
Anti-HBe
038074ARCOB34KA ~
— 07P6301, 07P6310, 07P6322, 07P6332, 07P6309, 07PE31,
i::‘i't:lé:"" HBe/ 07P6374. 07P6377
038074AIPO763LG
ARCHITECT HIV AgiAb Combo 4127-03, 4127-12, 402727, 4J27-32, 442737
038074ARJO2TMG
HIV Ag/Ab Combo 432709, 4127-17, 4027-84, 4027-67, 4J27-89
038074WIE0009T4
Alinity | HIV AgiAb Combo 08P0701. 08P0710, 06P0722, 0BP0732
038074AIP0B07LE
HIV AgiAb Combo 08P0700, 08PG717, 08P0784, 0BPO7E7
038074WIE0010SM
ARGHITECT ANHCY 6C37-02, 6C37-15, 6C37-26, 6C37-33, 6C37-38
038074ARCOBITKG
‘ 6C37-10, 6C37-27, 6C37-32, BCAT-37, 6C37-74, 6C37-77, 6C7-T8,
ARCHITECT Anti-HCV / A ob e
Anti-HCV
038074WIEC014SV
Alnity § Anti-HOV 08P0B0Z, UBP0611, 08P0623, 08P0633
038074AIP0806LY
Ainity§ AG-HCY 1 08POGOT, 0BP0B10, 08P 0622, 08P060Y, 08P019, DBPOBT4
Anti-HCV
038074WIE0013ST
BL44-01, BL44-10, La4-25, BLA4-30, BL44-35, BL44-00, L4419,
ARCHITECT Anti-HBc 11 / PP R P i
Anti-HBc
038074ARLOS44NS
- 07P8707, 07P8710, 07P8722, 07P8732, 07P8709, 07P8T19,
::2“&;:?:“”3" I 07P8774, 07P87TT
038074AIPOTSTLW

ID: 286473 Revision: 0 — released

Effective: 17 Jul 2024 Page 7 of 9




Device name
Basic UDI-DI

(under IVDR application)

REF ID

ARCHITECT Anti-HBC IgM /

6C33-02, 6C33-11, 6C33-22, 6C33-27, 6C33-09, 8C33-19, 6C33-74,
8C33-75

Anti-HB¢ IgM
038074ARCO633K8
Alinity i Anti-HBc IgM / 07P8601, Q7P8610, 07P8622, 07P8674, 07P8609, D7TPBE19
Anli-HBC IgM
038074AIPOT7S6LY
ARCHITECT tHTLV 1 BL61-01, 8L61-10, 6L61-25, 6L61-30. 6L61-35
038074ARLOBEING
Alinity i FHTLV-1II 07P6101, 07P6110, 07P6122, O7P6132
038074AIPO761LC
ARCHITECT HCV Ag 6L47-02, 6L47-11, 6L47-29
038074ARLOG4TNN
Alinity s Anti-HCV 1l 04W5E602, 04WSE10, 04WS5612, 04WSEBSE
038074ASWO456SK
Alinity s HIV Ag/Alb Combo 06P0102, 06P0110, 06P0112, 06P0155
038074ASPOG0TPP
Alinity s HIV Ag/Ab Combo 06P0103, 06P0120, 06P0124, 06P0160
038074VWIEQQ07SY
Alinity s ANI-HBC 06P0602, 060510, 06POG1Z, 06P0BS5
038074ASPOSOEPZ
Alinity s HTLY WY1 0BPO7(Q2, 08P0710, 06P0712, 06P0755
038074ASP0607Q3
ARCHITECT Toxo IgG 6C19-01, 6C19-10, 6C19-25, 6C19-35, 6C19-09, 6C19-19, 8C19-74,
6C19-77
038074ARCOB1IKE
iniby i 07P4501, 07P4510, 07P4522, 07P4532, 07P4509, 07P4519,
Alinity { Toxo 166 O07PAST4, 07P4577
038074AIP0745LE
ARCHITECT Toxo Ig¥ 6C20-01, BC20-10, 6C20-25, 6C20-35, 6C20-09, 6C20-19, 6C20-74,
6C20-77
038074ARCOB20JX
it i 0?P4701, 07P4710, 07P4722, 07P4732, 07P4709, 07P4719,
gg;g;;x;fx_ , 07P4774, 07P47TT
ARCHITECT EBV VCA 19G / 3P65-01, 3P65-10, 3PE5-25, 3P65-35, 3P65-09, 3PES5-19, 3P65-74,
3P65-77
EBV VCA lgG
038074ARPO365PM
i 09P2101, 09P2110, 09P2122, 09P2132, 09P2109, 09P2119,
Alinity i EBV VCA 19G / 09P2174, 09P2177
EBV VCAIgG
038074AIP0S21LA
ARCHITECT EBV VCA IgM / 3P66-01, 3P66-10, IP66-25, 3P66-35, 3P66-09, 3P66-19, IPE6-74,
IPE6-77
EBV VCA IgM
03B074ARPO366PP

ID: 286473 Revision: 0 — released

Effective: 17 Jul 2024 Page8of 9




Bevice name REF ID
Basic UDI-DI
{under IVDR application)
Alinity | EBY VCA laM / 09P2301, 09P2210, 09P2219, 09P2222, (09P2232, 09P2209,
inity | BBV VCA lg 00P2274, 09P2277
EBG VCA IgM
038074AIP0D22LC
ARCHITECT EBY £BNA-1 19G / 3P&7-01, 3P67-10, 3PG7-25, 3P67-35, 3P67-09, 3PE7-19, 3P67-74,
EBV EBNA-1 IgG 36777
038074ARPO3G7PR
v 1 EBY EBNA- 09P2001, 092009, 09P2010, 09P2019, 09PZ022, 09P2032.
Alinity | EB 149G/ 00P2074, 09P2077
EBV EBNA-1
038074AIP0920LE
ARCHITECT Syphilis TP 80D06-04 , 8D06-09 , 8D06-13 . 8D06-19, 8D08-32, 3D06-42, 8D06-84,
. 8D06-87
Syphilis TP
038074ARDOBOGKS
i ilis T 07P6001, 07PS009, 07P6010, 07PE019, 07PE022, O7PB032,
Almnt;‘r‘i Syphils TP/ D7P60O74, 07TPBOTT
Syphilis TP
038074AIPO7E0LA
Alinity 5 Chagas 06P0802, 0GPOB10, 06POB12, 06P0B45
038074ASPOGOBGS
038074WIEQQ0BSW
Alinity s Syphilis 06P0902, DBP0910, DBP0S12, 06P0955
038074ASP0609Q7
Alinity | HCV Ag 09P2322, 09P2301, 09P2310
038074AIP0923LE
2024-12-19

TOV SUD Product Service GmbH
Medical and Health Services

jana nelighann {Dec 19, 20_24 15:33 GMT+1)

Jana Neumann
Conformity Assessment Responsible (CARE)

ID: 286473 Rewsion; § — released

Effective: 17 Jul 2024 Page 9 of 9
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** 2 Je  Denantdurch/Designated by

= Yo lentrabioee der Lader ¥
* * For Gesundhaitpschytz
* * el xndm el %

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVOD), Annex IV excluding {4, 6)
{List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 13

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Product Category(ies): Products for determination of infection markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance systern for design, manufacture and final
inspection of the respective devices / device families in accordance with VDD Annex IV, This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) cenlificate is mandatory. All
applicable requirements of the testing and certification regulation of TUV SOD Group have to be

complied with, For details and certificate validity see: www.tuvsud comfns-cent?q=cert:v'1 010051
0103 Rev. 13

Report no.: 713237273-04_SCN

Valid from: 2022-05-10

Valid until; 2025-05-26

Date, 2022-05-10 c. @i(-\/

Christoph Dicks
Head of Certification/Nofified Body

Page 1 of 10
TOV SOD Prociuct Service GmbH is Notified Body with identification no. 0123
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 8)
(List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 13

Model(s): Products for the determination of
infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

Facility(ies): Abboft GmbH
ity(ies) Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The products detailed below are covered under the scope of this certificate:
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Annex N List A Products
Product Name REF N
ABBOTT PRISM HIV O Plus Assay Kit 3D34-48
ABBOTT PRISM HBsAg Assay Kit 3A4748
ABBOTT PRISM HCV Assay Kit BAS52-48
ABBOTT PRISM HTLV-/HTLV-lI Assay Kit 6A53-48
ABBOTT PRISM Positive Run Controt Kit §E22-11
ABBOTT PRISM Run Control Kit 5E22.10
ABBOTT PRISM HBcare Assay Kit 1A77-48
il ABBOTT PRISM HBsAg Confirnatory Assay Kit 6D16-48
il ABBOTT PRISM HIV Ag/Ab Combo Assay Kit 7G46-48
) ABBOTT PRISM Run Contro! Kit 2K24.10
o ABBOTT PRISM Positive Run Gontrol Kit 2K24-11
o ARCHITECT Anti-HCV Reagent Kit 8C37-22
g ARCHITECT Anti-HCV Reagent Kit 6C37-27
* ARCHITECT Anti-HCV Reagent Kit 6C37-32
ARCHITECT Anti-HCV Reagent Kit 6C37-37
L ARCHITECT Anti-HCV Calibrator 63701
—- ARCHITECT Anti-HCV Controls 6C37-10
< ARCHITECT Anti-+HCV Reagent Kit 6C37-28
‘;_’ ARCHITECT AntiHCV Reagent Kit 6C37-33
T ARCHITEGT Anti-HCV Reagent Kit 6C37-38
= ARCHITECT Anti-HCV Calibrator 6C37-02
o ARCHITECT Anti-HCV Controls 6C37-15
w ARCHITECT Anti-HEc IgM Reagent Kit 6C33-22
T ARCHITECT Anti-HEG Igh Reagent Kit 6C33-27
ARCHITECT Anti-HBc IgM Calibrators 6C33-02
2 ARCHITECT Anti-HBc Ig Controls 602311
ey ARCHITECT Anti-HBe Reagent Kit 6C34-20
< ARCHITECT Anti-HBe Reagent Kit 6C34-25
» ARCHITECT Anti-HBe Reagent Kit 6034-35
— ARCHITECT Anti-HBe Calibrator BC34-01
= ARCHITECT Anti-HEe Controls 6C34-10
[
o= Page 2 of 10
(T0] TOV SUD Product Service GmbH is Notified Body with identification no. 0123
™~

TUV 80D Product Service GmbH « Certification Sody » Ridlerstrale 65 « 80339 Munich + Germany
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— od R s &
o 't,(’“ ; bl Arznalmeioste und ;
” * Maditnproduiten
ot PO ZLG-65-245.10.07 =
: Product Senvics
= - anm
™3 EC Certificate
= Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
& {List A and B and devices for self-testing)
=8l No. V1010051 0103 Rev. 13
=T
(L)
w Annex i List A Products
; Product Name REF N*
3:_‘ ARCHITECT HBeAg Reagent Kit 6C32-20
& ARCHITECT HBeAg Reagent Kit 6C32-25
ARCHITECT HBeAg Reagent Kit 6C32-27
L ARCHITECT HBeAg Reagent Kit 6C32-37
ARCHITECT HBeAg Calibrators 6CH2-01
|¢_t ARCHITECT HBeAg Quantitative Calibrators 7P24-01
-« ARCHITECT HBeAg Controls 6C32-10
< ARCHITECT HBeAg Quantitative Controls 7P24-10
ARCHITECT HIV Agiab Combo Resgent Kit 4427.22
© ARCHITECT HIV Ag/Ab Combo Reagent Kit 492727
= ARCHITECT HIV Ag/Ab Combo Reagent Kit 442732
- ARCHITECT HIV Agiab Combo Reagent Kit 412737
& ARCHITEGT HIV Ag/Ab Combo Calibrator 4427.03
T ARCHITECT HIV AgiAb Combo Controls 4J27-12
ARGHITECT tHTLV Il Reagent Kit 6L61-25
'S ARCHITECT HTLY I Reagent Kit 6L61-30
. ARCHITECT tHTLV 1 Reagent Kit 6161-35
il ARCHITECT fHTLY Ml Calibrator 6L61-01
2ol ARCHITECT tHTLV Mt Controls BL61-10
o0 ARCHITECT Anti-HBe Il Reagent Kit 8L4a-25
e ARCHITECT Anti-HB Il Reagent Kit 8L44-30
ik ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
ARCHITECT Anti-HBe Il Calibrator 8L44-01
* ARCHITECT Anti-HEG Il Controls 8L44-10
ah ARCHITECT HCV Ag Controls 6L47-11
- ARCHITECT HCV Ag Controls 6L47-19
< ARCHITECT HCV Ag Calibrators 6L47-02
() ARCHITECT HCV Ag Calibrators 6L47-09
T ARCHITECT HCV Ag Reagent Kit 6L47-29
= ARCHITECT HCV Ag Reagent Kit 8L47-74
o=
w
(LY
<
—
=L
o
[N 59
|_
o= Page 3 of 10
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ZERTIFIKAT & CERTIFICATE

w * z'c&mmwww ¥
® m k" pel armeienitinin und

EC Certificate

Full Quality Assurance System

Directive 98/79/£C on in Vitro Diagnostic Medical Devices (IVDD), Annax IV excluding {4, 6)
{List A and B and devices for self-testing)

No. V1 010051 0103 Rev. 13

Annex B List A Products
Product Name

Alinity i Anti-HBe Reagent Kit

Alinity i Anti-HEBs Reagent Kit

Alinity i Anti-HBe Calibrator

Adinity i Antl-HBe Controls

Alinity i HIV Ag/Ab Combo Reagent Kit
Alinity i HIV AgfAb Combo Reagent it
Alinity | HIV Ag/Ab Combo Calibrator
Alinity i HIV Ag/Ab Combe Controls
Alinity i Anti-HCV Reagent Kit

Alinity § Anti-HCV Reagent Kit

Alinity i Anti-HCV Calibrator

Alinity | Anti-HCV Controls

Alinity § Anti-HCY Reagent Kit

Alinity i Anti-HCV Reagent Kit

Alinity i Ant-HCV Calibrator

Alinity i Anti-HCV Controls

Alinity i Anti-HBc [g Reagent Kit
Adinity i Anti-HBc IgM Calibrators
Alfinity | Anti-HBc IgM Controls
Alinity | Anti-HBc Il Reagent Kit
Alinity | Anti-HBC Il Reagent Kit
Alinity | Anti-HB¢ Il Calibrator

Alinity i Anti-HEG Il Controls

Alinity | HCV Ag Reagent Kit

Alinity | HCV Ag Controls

Alinity | HCV Ag Calibrators

Page 4 of 10

TOV SUD Product Service GmbH is Netified Body with identification no. 0123

REF N*

07PE322
07P6332
O7PE301
07PE310
08PQ722
08Pe732
08PQ701
0B8PO710
08P0622
08POG32
08POBM
08POB10
08P0623
08PDE33
08P0602
08PO611
07P8622
07P86MM
07P8610
07P8722
07P8732
0TPeToN
07P8710
09P2322
09P2310
05P2301

TOV SUD Product Service GmbH + Certification Body + RidlarstraGe 65 « 80339 Munich « Germany
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Ll
=8 EC Certificat
e entiricate
o Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding {4, 6)
y'S (List A and B and devices for self-testing)
=@l No. V1010051 0103 Rev. 13
<L
L Annex i List A Products
— Product Name REF N*
(W
= Alinity | 'HTLV-Il Reagent Kit 07PB122
(= Alinity | eHTLV-MI Reagent Kit 07P6132
L Alinity i (HTLV-I/ Calibeator 07PE101
o Alinity | tHTLV-I1t Controls 07P6110
¢ Alinity | HBeAg Reagent Kit 07P6422
Alinity i HBeAg Reagent Kit 07P6432
— Alinity i HBeAg Calibrators 07P6401
T Alinity | HBeAg Controls 07PB410
= Alinity | HBeAg Quantitative Calibrators 09F1001
= Alinity | HBeAg Quantitative Controls 08P 1010
o Alinity s Anti-HBc Reagent Kit D6POBSS
- Alinity s Anti-HBc Calibrator Kit 06P0OE02
- Alinity s Anti-HB¢ Assay Control Kit 0EPOG1IC
o Alinity 5 Anti-HBc Release Control Kit 05P0612
(W] Alinity 5 HIV AgrAb Combo Reagent Kit 06PQ155
< Alinity s HIV Ag/ab Combo Calibrator Kit 06P0102
P'S Alinity 5 HIV AgfAb Combo Assay Control Kit 068P0110
Alinity s HIV Ag/Ab Combo Release Control Kit 06P0112
bull Alinity s HIV Ag/iab Combo Reagent Kit 06P0160
e ' Alinity s HIV Ag/Ab Combo Calibrator Kit 05P0103
iz Alinity s HIV AgiAb Combo Assay Control Kit 05P0120
A0 Alinty s HIV Ag/Ah Gombo Release Control Kit 06PO124
RE
L 2
(¥1]
o
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e
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: Produrt Service

o - e

=8 EC Certificate

(L] "

w Full Quality Assurance System
Directive 98/78/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

'Y (List A and B and devices for self-testing)

=@l  No. V1010051 0103 Rev. 13

<r

) Annex § List A Products

— Prodixt Name REF N*

(1

[ Alinity s Anti-HCV Reagent Kit 05PQ455

[ == Alinity s Anti-HCV Calibrator Kit 06P0402

Ll Alinity s Anti-HCV Assay Control Kit 06P0410

) Alinity 5 Anti-HCV Retease Control Kit 06P0412

* Alinity 5 Anti-HCV Reagent Kit 06P0477
Alinity 3 Anti-HCV Calibrator Kit 06P0409

f— Alinity s Anti-HCV Assay Control Kit 06P0419

L~ Alinity s Anti-HCV Release Control Kit 06P0418

= Alinity s Anti-HCV Reagent Kit 06P0460

b Alinity s Anti-HCV Calibrator Kit 0BP0403

S Alinity 5 Anti-HCV Assay Control Kit 06P0420

- Alinity s Anti-HCV Release Control Kit 06P0424

= Alinity s Anti-HCV Il Reagent Kit 04WS655

a Alinity 5 Anti-HCY I Reagent Kit 04WS656

Lt Alinity s Anti-HCV It Calibrator Kit 04W5602

o Alinity 5 Anti-HCV || Assay Control Kit O4WS610

PS Alinity s Ant-HCV 1| Release Control it Q45612
Alinity s HTEV VIl Reagent Kit 06PO755
Alinity 5 HTLY M Calibrator Kit DEPOT0Z
Alinity s HTLV VIl Assay Conbrol Kit 08PO710
Alinity s HTLV Il Release Control Kit usPg712
Alinity s HIV Ag/Ab Combo Reagent Kit 0EP0I77
Alinity 5 HIV Ag/Ab Combo Calibrator Kit 06P0109
Alinity 5 HIV Agfab Combo Assay Control Kit 06PO119

& Alinity s HIV AgiAb Combo Release Control Kit 06P0118
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™8 EC Certificate
3 Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD}), Annex IV excluding (4, 6)
'S (List A and B and devices for seff-testing)
=8l No. V1 010051 0103 Rev. 13
g Annex Il List A Products for ARCHITECT Plattform
-— Product Name REF N®
(T
o Ant-HCV Reagent Kit 6C37.74
as Anti-HCV Reagent Kit BC37-77
LL) Anti-HCV Reagent Kit 6C37-78
o Anti-HGV Calibrator 6C37-09
* Ant-HCV Controls 6C37-19
Anti-HBC IgM Reagent Kit 6C33-74
b= Anti-HBc IgM Reagent Kit 63375
=L Anti-HBc IgM Calibrators 6C33-09
= Anti-HBC IgM Controls 6C33-19
= Ant-HBe Reagent Kit 6C34-74
o Anti-HBe Reagent Kit 6C34-77
- Anti-HBe Calibrator 6C34-09
— Anti-HBe Controls 6C34-19
o HBeAg Reagent Kit 6C32-74
(V] HBeAg Reagent Kit 6C32-77
= HBeAg Cafibrators 8C32.00
Py HBeAg Quantitative Calibrators 7P24-09
HBeAg Controls 6C32-1¢
HBeAg Quantitative Controls TP24-19
HIV Ag/Ab Combo Reagent Kit 4)27-74
HIV Ag/ab Combo Reagent Kit 4J27-77
HIV agiab Combo Reagent Kit 4)27-78
HIV Ag/Ab Combo Reagent Kit 4J27-84
HIV Ag/Ab Combo Reagent Kit 412787
* HIV AgiAb Combo Reagent Kit 4J27-89
HIV Ag/Ab Combo Calibratos 4J27.09
LLl HiV AgiAl Combe Controls 4J27-19
':: HIV AgiAb Combo Controls 42717
o Anti-HBG Il Reagent Kit 8L44-74
= Anti-HBc Il Reagent Kit 8L44.77
== Anti-HBe |l Reagent Kit 8L44.78
— Anti-HB H Calibrator 8L44-09
[l Anti-HEc i Controls 8L44-19
e |
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"_"' Product Service
o 'Y
el EC Certificate
o Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
& {List A and B and devices for seff-testing)
=@l No. V1010051 0103 Rev. 13
=L
) Annex Il List A Products for Alinity i Plattform
— Product Name: °
= uct Na REF M
o Anti-HBe Reagent Kit 07PG374
oc Anti-HBe Reagent Kit oTP6377
L Anti-HEBe Cabrator 07P6300
o Anti-HBe Controls 07P8319
PS HIV Ag/ab Combo Reagent Kit 0BPO774
HIV AgiAl Combo Reagent Kit 08P0O777
— HIV Agiab Combo Reagent Kit 08P0784
<X HIV Ag/Ab Combo Reagent Kit 08PO7E7
= HIV Ag/Ab Combe Calibrator 08PO700
= HIV AgiAb Combo Controls 08PO719
(=2 HIV AgrAb Gombo Contrals 08P0717
= Anti-HCV Reagent Kit 08POGT4
[ Anti-HCV Reagent Kit 08POGTT
o Anti-HCV Calibrator DBPOG0Y
L Anb-HCV Controls 0BPO619
=) Anti-HBe Il Reagent Kit 07P8TTA
S Ant-HBc Il Reagent Kit 07PB777
Anti-HB¢ Nl Calibrator 07PE709
Anii-HE< Il Controls 07P8719
Sa Anti-HBc IgM Reagent Kit Q7P8674
“ia Anti-HBc IgM Calibrators 07P8603
v Anti-HBC IgM Controls 07P8619
REI HBeAg Reagent Kit 07P6474
- HBeAg Reagent Kit 0708477
L 2 HBaAg Calibrators 07P8409
HBeAg Controts 07PE419
“|_-' HBeAg Quantitative Calibrators 09P1009
e HBeAg Quantitative Controls 09P1019
o
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L
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2 EC Certificate
D Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding {4, 6)
$ (List A and B and devices for self-testing)
=al  No. V1010051 0103 Rev. 13
<L
(Y Annex Ul List B Products
e Product Name REF N°
Ll
[ ARCHITECT Toxo IgG Reagent Kit 6C19-25
(- ARCHITECT Toxo IgG Reagent Kit 6C10-35
L ARCHITECT Taxo g5 Calibrators 6C19-01
o ARCHITECT Toxo IgG Controls 8C19-10
* ARCHITECT Toxo IgG Avidity Reagent Kit 6L37-25
ARCHITECT Toxo IgG Avidity Calibrator & Controls 6L37-11
- ARCHITECT Toxo IgM Reagent Kit 62025
<L ARCHITECT Toxe IgM Reagent Kit 6C20-35
2 ARCHITECT Toxo [gM Calibrator 6C20-01
s ARCHITECT Toxo lgM Controls 6520-10
o Alinity i Toxo lgG Reagent Kit 07P4522
- Alinity i Toxo lgG Reagent Kit 07P4532
— Alinity | Toxo IgG Calibrators 07P4501
(= Alinity | Toxo IgG Controts 0TP4510
L Alinity | Toxo IgM Reagent Kit 07P4722
o Alinity i Toxo Igh Reagent Kit 07P4732
PS Alinity | Toxo lgM Calibrator O7P4T01
Alinity | Toxo IgM Conirols 07P4710
fally Alinity | Toxo IgG Avidity Reagent Kit Q7P4622
%ﬁﬁ Alinity | Toxe IgG Avidity Controls 07P4610
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Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
¢ (List A and B and devices for self-testing)
=@l No. V1010051 0103 Rev. 13
<L
o
L Annex |l List B Products for ARCHITECT Plattform
; Product Name REF N*
- =
L Toxo IgG Calibrators 6C19-09
{4 ] Toxo 1gG Controls 8C18-19
Toxo IgG Reagent Kit 5C19-74
* Toxo IgG Reagent Kit B8C19-77
— Toxo IgM Cabibrators 6C20-09
T Toxo IgM Controls 6C20-19
b4 Toxo IgM Reagent Kit 6C20-74
- Toxo IgM Reagent Kit 8C20-77
=% Toxo IgG Awdity Reagent Kit 6LA7-74
E Annex Il List B Products for Alinity i Platform
o Product Name REFN°
LLJ
) Toxo 19G Calibrators 07P4509
Toxo IgG Controks 07P4519
L 2 Toxo g6 Reagent Kit 07P4574
iy Tono IgG Reagent Kit Q7PASTY
»r Toxo lgM Calibrators 07PA709
alty Toxo IgM Controls 07F4719
ALY Toxo IgM Reagent Kit 07Pa774
g2 Toxo lgM Reagent Kit 07P4A777
g Toxo I9G Avidity Reagent Kit O7P4674
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ZERTIFIKAT & CERTIFICATE ¢

Confirmation Statement on validity of EC Certificate (IVDD)
pursuant to Directive 98/79/EC concerning in vitro diagnostic medical devices

No. VCQ 010051 0149 Rev. 00

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

This Confirmation Statement V1 010051 0103 Rev. 13
is only valid in combination

with the following

EC Certificate (IVDD):

This Confirmation Statement confirms the vaiidity of the aforementioned EC Certificate {(VDD).

It considers clarification of scope statements, scope reductions and changes to the manutacturer
data initiated 26 May 2022 or later.

The conditions laid down in Article 110 (3) of Regulation (ELI} 2017/746 on in vitro diagnostic
medical devices for placing devices on the market and putting into service apply. For details ang

confimation statement validity see; d.com] =cart: Vi 10051 01
Report No.: 713283413-03
Valid until: 2025-05-26
|| 5 »lrll '\
Marta Camielli
Issue Date: 2023-07-11 Head of Notified Body IVD
Page 10f2
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ZERTIFIKAT & CERTIFICATE & &2

Confirmation Statement on validity of EC Certificate (IVDD)

pursuant to Directive 98/79/EC conceming in vitro diagnostic medical devices
No. VCQ 010051 0149 Rev. 00

Product Category(ies): Products for the determination of

Description of
Change:

Page 2 of 2

infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

Removal of Products according to
Annex Il List A Devices:

Product Name

Abbott PRISM HBcore Assay Kit

Abbott PRISM Run Control Kit

Abbott PRISM Run Control Kit

Abbott PRISM HBsAg Assay Kit

Abbott PRISM HIV O Plus Assay Kit

Abbott PRISM HTLV-4/HTLV-Il Assay Kit
Abbott PRISM HCV Assay Kit

Abbott PRISM HBsAg Confirmatory Assay Kit
Abbott PRISM HIV Ag/Ab Combo Assay Kit
Abbott PRISM Positive Run Control Kit
Abbott PRISM Positive Run Control Kit

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

TOV S0D Product Service GmbH + Certification Body « Ridlerstralte 65 - 80339 Munich « Germany

REF N°

1A7748
2K24-10
5E22-10
3A47-48
3D34-48
6A53-48
6A52-48
6D16-48
74648
2K24-11
§E22-11
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
* * Medizinprodukten

Ko *** ZLG-BS-245.10.07

www.zlg.de

Product Service

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Manufacturer: Abbott Ireland Diagnostics Division
Finisklin Business Park
Sligo
IRELAND

Product Category(ies): Products for determination of infection markers
and tumour markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with IVDD Annex IV. This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex IV (4) certificate is mandatory. All
applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V1 001922
0008 Rev. 04

Report no.: 713252089 / 713251178-02
Valid from: 2022-05-02
Valid until: 2025-05-26

Date, 2022-05-02 c
@l(‘v

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 6
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

* |4 | fir Gesundheitsschutz
* ) * bei Arzneimitteln und
* * Medizinprodukten

Ko *** ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

No. V1 001922 0008 Rev. 04

Model(s): Products for the determination
of infection markers for Hepatitis B,
cytomegalovirus, rubella and tumour
marker PSA

Fac“ity(ies): Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, IRELAND

The products detailed below are covered under the scope of this certificate:

Annex |l List A Products

Product Name REF N°
ARCHITECT HBsAg Qualitative Il Calibrators 2G22-01
ARCHITECT HBsAg Qualitative || Reagent Kit 2G22-25
ARCHITECT HBsAg Qualitative || Reagent Kit 2G22-30
ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit 2G23-25
ARCHITECT HBsAg Calibrators 3M61-02
ARCHITECT HBsAg Controls 6C36-10
ARCHITECT HBsAg Reagent Kit 6C36-29
ARCHITECT HBsAg Reagent Kit 6C36-34
ARCHITECT HBsAg Reagent Kit 6C36-35
ARCHITECT HBsAg Reagent Kit 6C36-43
ARCHITECT HBsAg Reagent Kit 6C36-44
ARCHITECT Anti-HBs Calibrators 7C18-01
ARCHITECT Anti-HBs Calibrators 7C18-03
ARCHITECT Anti-HBs Controls 7C18-10
ARCHITECT Anti-HBs Controls 7C18-13
ARCHITECT Anti-HBs Reagent Kit 7C18-20
ARCHITECT Anti-HBs Reagent Kit 7C18-25
Page 2 of 6
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Zentralstelle der Lander
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bei Arzneimitteln und
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

o

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
ARCHITECT Anti-HBs Reagent Kit 7C18-27
ARCHITECT Anti-HBs Reagent Kit 7C18-28
ARCHITECT Anti-HBs Reagent Kit 7C18-30
ARCHITECT Anti-HBs Reagent Kit 7C18-34
ARCHITECT Anti-HBs Reagent Kit 7C18-37
ARCHITECT Anti-HBs Reagent kit 7C18-38
ARCHITECT HBsAg Confirmatory V.1 Calibrators 9C94-01
ARCHITECT HBsAg Confirmatory V.1 Controls 9C9%4-10
ARCHITECT HBsAg Confirmatory V.1 Reagent Kit 9C94-25
ARCHITECT HBsAg Qualitative Il Reagent Kit 2G22-35
ARCHITECT Anti-HBs Reagent Kit 7C18-29
ARCHITECT Anti-HBs Reagent Kit 7C18-41
ARCHITECT Anti-HBs Reagent Kit 7C18-39
ARCHITECT Anti-HBs Reagent Kit 7C18-42
ARCHITECT Anti-HBs Reagent Kit 7C18-33
Alinity i HBsAg Calibrators 08P0801
Alinity i HBsAg Controls 08P0810
Alinity i HBsAg Reagent Kit 08P0852
Alinity i HBsAg Confirmatory V.1 Calibrators 08P0901
n Alinity i HBsAg Confirmatory V.1 Controls 08P0910

AN Alinity i HBsAg Confirmatory V.1 Reagent Kit 08P0922

?ﬁ(ﬂ Alinity i HBsAg Qualitative Il Calibrators 08P1001

3} Alinity i HBsAg Qualitative 1l Controls 08P1010
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 001922 0008 Rev. 04

Annex |l List A Products
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Product Name REF N°
Alinity i HBsAg Qualitative 11 Reagent Kit 08P1022
Alinity i HBsAg Qualitative Il Confirmatory Reagent Kit 08P1122
Alinity i Anti-HBs Reagent Kit 07P8922
Alinity i Anti-HBs Controls 07P8910
Alinity i Anti-HBs Calibrators 07P8901
Alinity i Anti-HBs Reagent Kit 07P8952
Alinity s HBsAg Reagent Kit 06P0255
Alinity s HBsAg Reagent Kit 06P0260
Alinity s HBsAg Confirmatory Reagent Kit 06P0357
Alinity s HBsAg Confirmatory Reagent Kit 06P0359
Alinity s HBsAg Calibrator Kit 06P0202
Alinity s HBSAg Calibrator Kit 06P0204
Alinity s HBsAg Assay Control Kit 06P0210
Alinity s HBsAg Assay Control Kit 06P0213
Alinity s HBsAg Release Control Kit 06P0212
Alinity s HBsAg Release Control Kit 06P0215
ARCHITECT HBsAg Qualitative Il Controls 2G22-10
Alinity i HBsAg Qualitative 11 Reagent Kit 08P1032
Alinity i HBsAg Reagent Kit 08P0832
Alinity i HBsAg Reagent Kit 08P0822

R Alinity i HBsAg Reagent Kit 08P0857

o Alinity i Anti-HBs Reagent Kit 07P8932

o Alinity i Anti-HBs Reagent Kit 07P8957

A& Alinity i HBsAg Next Qualitative Calibrators 01R6401
Alinity i HBsAg Next Qualitative Controls 01R6410

L 2 Alinity i HBsAg Next Qualitative Reagent Kit 01R6422
Alinity i HBsAg Next Qualitative Reagent Kit 01R6432

"II_J Alinity i HBsAg Next Confirmatory Reagent Kit 01R6522

< ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-25
ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-30

2 ARCHITECT HBsAg Next Qualitative Reagent Kit 4P76-35

Ll ARCHITECT HBsAg Next Confirmatory Reagent Kit 4P77-25

— ARCHITECT HBsAg Next Qualitative Calibrators 4P76-01

E ARCHITECT HBsAg Next Qualitative Controls 4P76-10
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ZERTIFIKAT & CERTIFICATE

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko *4‘.7* ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

ARCHITECT Rubella IgM Reagent Kit
ARCHITECT Rubella IgM Calibrator
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgM Controls
ARCHITECT Rubella IgG Reagent Kit
ARCHITECT Rubella IgG Calibrators
ARCHITECT Rubella IgG Controls
ARCHITECT Free PSA Reagent Kit
ARCHITECT Free PSA Calibrators
ARCHITECT Free PSA Controls
ARCHITECT Total PSA Reagent Kit
ARCHITECT Total PSA Calibrators
ARCHITECT Total PSA Controls
ARCHITECT CMV IgG Avidity Reagent Kit
ARCHITECT CMV IgG Avidity Calibrator and Controls
ARCHITECT CMV IgG Reagent Kit
ARCHITECT CMV IgG Calibrators
ARCHITECT CMV IgG Controls
ARCHITECT CMV IgM Reagent Kit
ARCHITECT CMV IgM Calibrator
ARCHITECT CMV IgM Controls
Alinity i CMV IgG Reagent Kit

Alinity i CMV IgG Calibrators

Page 5 of 6

REF N°

6C18-25
6C18-01
6C18-10
6C18-13
6C17-26/36
6C17-03
6C17-13
7K71-20/25
7K71-01
7K71-10
7K70-20/25/30/35
7K70-01
7K70-10
3L46-25
3L46-11
6C15-20/25/30
6C15-01
6C15-10
6C16-20/25/30
6C16-01
6C16-10
07P4222 | 07P4232
07P4201

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

** *** Benannt durch/Designated b

~<

Zentralstelle der Lander

i!Lé * fir Gesundheitsschutz

bei Arzneimitteln und
Medizinprodukten

Ko *4‘.7* ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System

www.zlg.de

Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)

(List A and B and devices for self-testing)

No. V1 001922 0008 Rev. 04

Annex |l List B Products

Product Name

Alinity i CMV IgG Controls

Alinity i CMV IgM Reagent Kit

Alinity i CMV IgM Calibrator

Alinity i CMV IgM Controls

Alinity i Rubella IgG Reagent Kit

Alinity i Rubella IgG Calibrators

Alinity i Rubella IgG Controls

Alinity i Rubella IgM Reagent Kit

Alinity i Rubella IgM Calibrator

Alinity i Rubella IgM Controls

Alinity i Rubella IgM Controls

Alinity i CMV IgG Avidity Reagent Kit
Alinity i CMV IgG Avidity Controls

Alinity s CMV IgG Qualitative Reagent Kit
Alinity s CMV IgG Qualitative Calibrator Kit
Alinity s CMV IgG Qualitative Assay Control Kit
Alinity s CMV IgG Qualitative Release Control Kit
Alinity i Free PSA Reagent Kit

Alinity i Free PSA Calibrators

Alinity i Free PSA Controls

Alinity i Total PSA Reagent Kit

Alinity i Total PSA Calibrators

Alinity i Total PSA Controls

Page 6 of 6

REF N°

07P4210
07P4422 | 07P4432
07P4401
07P4410
08P4622 / 08P4632
08P4601
08P4610
08P4722 / 08P4732
08P4701
08P4710
08P4713
07P4322
07P4310
06P1045
06P1002
06P1010
06P1012
07P9320 / 07P9330
07P9301
07P9310
07P9220 / 07P9230
07P9201
07P9210

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

Innovation for Life

C€

Declaration of Conformity

Manufacturer: Axis-Shield Diagnostics Limited

Manufacture Address:  Luna Place
The Technology Park
Dundee
DD2 1XA
United Kingdom

SRN: GB-MF-000001886

WD Medical Device Details:

Product Name / Trade Name Alere NT-proBNP for ARCHITECT Reagent Kit
FRBNP100 {2R10-25) (100 Test Kit)

ALl FRBNPS00 {2R10-35) (500 Test Kit}
The Alere NT-proBNP for ARCHITECT assay is a chemiluminescent
microparticle immunoassay {CMIA} for the in vitro quantitative
determination of N-terminal pro 8-type natriuretic peptide in human
serum and plasma on the automated ARCHITECT iSystem with STAT
protocal capability.
The assay is indicated as an aid in the diagnosis of individuals suspected

Intended Use of having congestive heart failure {CHF) and detection of mild forms of
cardiac dysfunction. The test also aids in the assessment of heart failure
severity in patients diagnosed with CHF. The Alere NT-proBNP for
ARCHITECT assay is further indicated for the risk stratification of patients
with acute coronary syndrome (ACS) and CHF, and it can also be used for
monitoring the treatment in patients with left ventricular dysfunction. For
professional use only

Basic UDI-DI 50558454NTP0O004MS

EMDN Code W01021301

GMDN Code 47352

Device Risk Classification (Rule) | Class C (Rule 3 {g))

Common Specifications Used Not Applicable — Class C Classification

CHO0.7 FRBENP100,500,201,301_IVDR_DoC v3
Page 10f 3




AXIS-SHIELD

(= a
F9 (nnovation for Life

"l

Product Name / Trade Name

Alere NT-proBNP for ARCHITECT Control Kit

Part Number

FRBNP201 (2R10-11)

Intended Use

The Alere NT-proBNP far ARCHITECT Controls are for the estimation of
test precision and the detection of systematic analytical deviations of the
ARCHITECT iSystem when used for the quantitative determination of N-
terminal pro B-type natriuretic peptide (NTproBNP) in human serum and
plasma. Refer to the reagent package insert and the ARCHITECT. For
professional use only.

Basic UDI-OI 50558454NTPOC0IMK
EMDN Code W01021520

GMDN Code 47354

Device Risk Classification {Rule} | Class C (Rule 3 {(g))

Common Specifications Used

Not Applicable - Class C Classification

Product Name / Trade Name

Alere NT-proBNP for ARCHITECT Calibrator Kit

Part Number

FRBNP301 (2R10-02)

intended Use

The Alere NT-proBNP for ARCHITECT Calibrators are for the calibration of
the ARCHITECT iSystem when used for the quantitative determination of
N-terminal pro B-type natriuretic peptide (NTproBNP) in human serum
and plasma. Refer to the reagent package insert and the ARCHITECT
Systermn Operations Manual for additional infarmation. For professional
use only,

Basic UDI-DI S0558454NTPO010M4
EMDN Cede W01021522

GMDN Code 47353

Device Risk Classification {Rule)} | Class C {Rule 3 {g)}

Common Specifications Used

Not Applicable = Class C Classification

Conformity Assessment Route:

Notified Body Details
Name:
Address:

Annex IX

B3| Group The Netherlands B.V.,
Say Building, John M. Keynesplein 9,

1066 EP Amsterdam,
The Netherlands
Registration Number: 33264284

Identification Number: 2797

CE Certificate Details

Certificate No.: IVDR 735269
Date of Issue: 2021-05-10
Expiry: 2026-05-09

CH0.7 FRENP100,500,201,301_IVOR_DoC v3
Page2of3




e AXIS-SHIELD

\\\‘& Innovation for Life

R AT A
S

EC Authorised Representative Details
Name: Abbott Rapid Dx International Limited
Address: Parkmore East Business Park,
Ballybrit, Co.
Galway,
H91 VKTE,
Ireland

SRN Number: IE-AR-000000091
This Declaration of Conformity is issued under the sole responsibility of the Manufacturer.

I, on behalf of the Manufacturer hereby declare that the device listed above fulfils the requirements
specified in Regulation {EV) 2017/746 and is in conformity with this Regulation.

-~

Name: \\m-hoﬂrcd éodﬁc
Signature: SXIM’ '
Position: S T b\ Bz v
Place, of issue: Dundee, Scotland
Date of issue: 2oy :j oY ! K

Version: 3

CH0.7 FRBNP100,500,201,301_IVDR_DoC v3
Page 3 0of 3



Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ARP0165PB
Basic UDI-DI Name: ARCHITECT Anti-CCP
Risk Class: Class B
List Number Product and Trade Name GMDN EMDN Code
and Size Code Code
1P65-25 ARCHITECT Anti-CCP Reagent Kit (1 x 100 Tests) 61080 W01021112
1P65-01 ARCHITECT Anti-CCP Calibrators 54898 W0102152210
1P65-10 ARCHITECT Anti-CCP Controls 54899 W0102152010
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 Limited, Luna Place, The Technology Park, Dundee
DD2 1XA, United Kingdom

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

Quality Management System EU Certificate No.
Annex [X Chapters I and I1I, No. V12 0100510137
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: Claudia Becker

Full Name: Susanne Ulrich

Function: Director Quality Assurance Function: _ Associate Director Regulatory Affairs
7 haone U2
Signature: [ d((/ ; Signature: / danné€ A, /'ﬁ ‘LC
? 7 4 =
Date of Approval: Db kor 02 Date of Approval: ¢ / / \Zd / 2
Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: Ué /'f Sy -2 02 {{ Place Issued: 65205 Wiesbaden, Germany

Supersedes: 21- Dec-2022

Effective (Date ) .
or Lot Number): (7 5 /7[7’!/ :o,? Z. 2 ‘”"/




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

BG | EC DEKJIAPALUHA 3A CHOTBETCTBUE Bazos UDI-DI Haumenosaune Ha Gasos UDI-D1

cs EU PROHLASENI O SHODE Zikladni UDI-DI Nazev zdkladniho UDI-DI

DA | EU-OVERENSSTEMMELSESERKLAERING Grundlzggende UDI-DI Grundlzggeende UDI-DI-navn

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

EL AHAQEH EYMMOPOOQEHE EE Bagwo UDI-DI Ovopaoio faswod UDI-DI1

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

ET ELI VASTAVUSDEKLARATSIOON P5hi-UDI-DI Piihi-UDI-DI nimi

FR DECLARATION DE CONFORMITE UE JUD-1D de base Nom 1UD-1D de base

HR EU IZJAVA O SUKLADNOSTI Osnovni UDI1-D1 Naziv osnovnog UDI-DI

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

iT DICHIARAZIONE DI CONFORMITA UE UDI-DI di base Nome UDI-DI di base

LY | ES ATBILSTIBAS DEKLARACIJA Pamata UDI-DI Pamatz UDI-DI nosaukums

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

NO | EU-SAMSVARSERKLERING Grunnleggende UDI-DI Grunnlegpende UD-DI-navn

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

FT DECLARACAO UE DE CONFORMIDADE LDI-DI basico Nome UDI-D] Basico

RO | DECLARATIA DE CONFORMITATE UE UDI-DIT de bazi Nume UDI-DI de bazi

SK EU VYHLASENIE O ZHODE Zikladny UDE-DIE Nazov zikladného UDI-DI1

sV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundligzande UDI-Di Namnn p4 grundlaggande UDI1-D1

TR | AB Uygunluk Beyan Temel UDI-DI Temel UDH-DI ismi

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

BG | Krac cnopes pucxa KaTanoiken HOMEp W KOA HA pasMepa Hnte Ha NPOAYKTA W THProBCKO HAHMEHOBAHKE

Cs Rizikov4 ttida Katalogové &islo a koncové dvoudisli urdujici Nézev produktu a obchodni ndzev
velikost sgupravy

DA | Risikoklagse Bestillingsnummer og sterrelseskode Produkt- og varein@rkenavn

DE Risikoklasse Bestellnummer und Gréllencode Produkt- und Handelsnamne

EL Katipyopic xivivou Kmbikde [poiovrog s Kedikde Zvokevacitg INpoidv ko Epropikl) Ovopaic

ES Clase de riesgo Numero de referencia v cddigo de tamaiio Producte y marca comercial

ET Riskiklass Katalooginumber ja suurusekood Toote- ja kaubanimi

FR Classe de risque Rétérence Nom de produit et de marque

HR.__| Klasa rizika Katalogki broj { oznaka pakiranja Naziv proizvoda i zaStiéeni naziv

HU | Kockdzati osztaly Listaszam &s készletkiszerelés-kod Tennék- s kereskedehni név

IT Classe di rischio Numero di listino € codice formato Prodotio ¢ nome commerciale

LY Riska klase Kataloga numurs un iepakejuma kods Produkta un tirdzniecibas nosaukums

LT Rizikos klasé Kataloge numeris ir dydZio kodas Gaminio ir prekybinis pavadinimas

NO | Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL | Klasa ryayka Numet katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Nomero de lista € codigo de apresentagio Produto e nome comercial

RO | Clasa de risc Numir de listi si cod dimensiune Denumirea produsului si denumirea comerciald

SK | Rizikova trieda Katalégové islo Nézov produktu a obchodiny nazov

sV Rigkklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Simifi Liste Numarasi ve Uriin Kodu Uriin ve Ticar lsmi
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EN | GMDN Code EMDN Code Manufacturer {(Name and Address) ;| Manufacturer SRN
BG | Koa GMDN Kon EMDN [Tpou3BOaMTEN (MME M aapec) EPH Ha npcu3soauTeEns
Cs | Kéd GMDN Kéod EMDN Vyrobee (ndzev a adresa} Jeding registradni Cislo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse} Fabrikants SRN
DE | GMBDN-Code EMDN-Code Hersteller {Name und Adresse) Hersteller-SRN
EL | Kodiko; GMDN Kodwog EMDN Kotouokevaotic (Ovopa ko SRN {Movadikog ApiBuée Mnrpaou)
{Ovopntohoyia {Ovopatoloyin Arebbovon) Kotaoksvaoth)
RTPOTEXVOLOTIKGY LHTPOTEXVOLOTIKDY
TPOTOVTaV)} TPOIGVTRV}
ES | Cédigo GMDN Codigo EMDN Fabricante {nombre y direccidn) SRN {nimero de registro anice) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimismnnber
FR | Code GMDN Code EMDN Fabricant (nom et adresse} Numéro d'enregistrement unique du fabricant
HR | GMDN kod EMDN kod Proizvodad (naziv i adresa) SRN {jedinstvent registragiiski broj) proizvodaca
HU | GMDN-kéd EMDN-kdd Gyartd (név és cim) Gyané egyedi regisziricids szama {(SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN {numero di registrazione unico) del
fabbricante
LY | GMDN keds EMDN kods RaZotdjs (nosaukums un adrese} RaZotdja vienotais registracijas numurs (VRN
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintejo unikalusis registracijos numeris
priemoniy nomenklatGros | priemoniy romenklatiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury Wyrobow
Medyczaych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome e Morada) Niimero tnico de registo do fabocante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producator
SK | Kod GMDN Kad EMDN Vrobea (Nazov a adresa) Jeding registrainé Cislo (SRMN) vyrobcu
SV | GMIDN-kod EMDN-ked Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {Name and Address)
BG | Ynpanomouen npeactasuTen (MMe 0 EPH Ha ynbanoMeINEHHA NPEACTABHTEN [TpoH3zEeASHO OT (MACTO HA NPOU3BOICTRC) (HME H aapec)
aapec)
Cs Zplnomocnény zastupce (nazev a adresa) Jediné registracni &islo zpinomecnéného Vyrobene {misto viroby)
zastupce (nazev a adresa)
DA | Auwtoriseret representant (navn og adresse) | Autoriseret reprezsentants SRN Produceret af (fremstillingssted)
{navn og adresse}
DE | Bevollmichtigter (Name und Adresse) SRN des Bevellmachtigten Hergestellt von (Herstellungsstandort)
{Name und Adresse)
EL | EfovaioBomuévog Avumpocono; (Ovopr | SRN Efovsiodonuévor Avimpocirov Karaoxsvoalera and (Eprooriao ropuymyrg)
Kon Aigvduven) (Qvopgcie ko AgbBovan)
ES | Representante autorizado (nombre y SRN (namero de registro (mico) del Producido por (Lugar de fabricacidén} (Nombre y diteccion)
direccibn) representanie autorizado
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootimiskoht) {(nimi ja aadress)
registreerinisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire {nom et adresse)
HR | Oviadteni zastupnik {naziv i adresa} SRN (jedinstvent registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazout képviselé egyedi Gyartd (gyartas helye)
regisziracios szama {(SRN) {név és cim)
IT Mandatario {nome ¢ indirizzo) RN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {nome e indirizzo)
LY | Pilnvarotais parstavis {nesaukums un Pilnvarota parstavja vienotais registracijas | RaPots {raZo%anas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | lgaliotasis atstovas (pavadinimas ir [zatiotojo atstovo unikalusis registracijos Pagamninta {gamybos vieta) (pavadinimas ir adresas)
adresas) OuImeris
NO | Autoriseri representant {navn og adresse) Den autoriserte representantens SRN Produsert av {produksjonssted)
{navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowane przez (imiegjsce produkeji)
adres) upowaznionego przedstawiciela {nazwa i adres)
PT | Mandatirio {(Nome e Morada) Niunero vnico de registo do mandatario Produzido por (Local de fabrico)
{Nome ¢ Morada)
RO | Reprezentant autorizat {nume $i adresi) SRN reprezentant autorizat Produs de catre (locatie productie) (nume si adresd)
SK. | Anworizovany zastupca (ndzov a adresa) Jeding registradné &islo (SRN) Yyrobené (miesto viroby)
autorizovaného zistupeu (ndzov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
adress)
TR | Yetkili Temsilci {Isim ve Adres) Yetkili Temsilei SRN"si Uretici (Uretim Tesisi)

{isim ve Adres)
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EN

Notified Body (Name and Identification Number)

Conformity Assessment Procedure

BG | Horudmumpad oprad (MMe M HAEHTHOHKAUMOKEH HOMCD) [Ipoueaypa 3a QUSHKR HA ChOTBETCTBHETO
s Ozndmeny subjekt (nazev a identifikadni &islo) Postup posuzovani shody
DA | Bemyndiget organ {navn og identifikationsnummer} Overensstemmelsesvurderingsprocedure
DE | Benannte Stelle (Name und Identifikationsnummer) Konformititshewertungsverfahren
EL | Kowonompévoe Opyaviopudg (Ovope ken ApiBpdg Aediroaic afioddynong CUPPGRHPGENG
TUVTOMO oS}
ES Organismo Notificado (nombre y niimero de identificacidn Procedimiento de evaluacion de la conformidad
ET | Teavitatud asutus {nimi ja identifitseerimisnumber) Vastavushindamismenetlus
FR__| Organisme notifié (nom et numéro dlidentification) Procédure d'évaluation de Ja conformité
HR | Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU | Bejelentett szervezet {név £s azonosité szam) Megfeleldségérikelési eljdrds
IT Organismo notificato (nome e numero di identificazione) Procedura di valutazione della conformit
LY | Pilnvarctd iestdde (nosaukums un identifikAcijas numurs) Atbilstibas novérie§anas procedira
LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis numeris) Atitikties vertinimo nrocediira
NO | Meldt organ (navn og identifikasjonsnuinmer) Framgangsmite for samsvarsvurdering
PL | Jednostka notylikowana (nazwa i numer identyfikacyjny} Procedura oceny zgodnodci
PT Organigmo Notificado (Nome ¢ Nimero de Identificagiio) Procedimento de avaliagio da conformidade
RQ | Organism notificat (nume si numir de identificare) Procedurii de evaluare a conformititii
SK | Notifikovany organ (Nazov a identifikaéné &islo) Posiup posudzovania zhody
S5V | Anmélt organ {namn och identifikationsnummer) Forfarande fior bedbmning av Gverensstimmelse
TR | Onaylanmg Kurulyg (Isim ve Tantm Numarast) Lygunluk Degerlendirme Prosedilril
EN | Quality Management System Annex EX Chapters I and ITI,
Including an assessment of the technical documentation for devices concerned on the basis of representative samples
BG | Cucvema3a ynpaeneHue Ha xaucetroto [lpunoxete 1X, raanu | u 111,
BEAIOYHTEAHO CLEHKA HA TEXHHUECKATA ACKYMEHTALHS Ha CLOTRETHHTE H3/IS/HS Bh2 OCHOBA HA OPEACTABHTENHA npodiu
CS | Systém fizeni kvality Pfiloha [X Kapitoly [ a I[l,
viemé posouzeni technicke dokumentace dotdenych prostiedkii na zikladé reprezentativnich vzorki
DA | Kvalitetsstyringssystem Bilag [X kapite} 1 og I,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggmund af repraesentative pravet
DE | Qualititsmanagementsystem Anhang [X Kapitel 1 und IIL,
einschlieflich einer Bewertung der Technischen Dokumentation fiir betreffene Produkte auf der Grundlage repriisentativer Stichiproben
EL | Zbompu Mwgsipiong Modonreg Nopdpmpe IX Kegdhone T ro I,
svprepionféverol aflohdynon Tou eyvicol puxiiov v apoidvia mov efstdlovim pe Phon avrimpocwreutied delypota
ES | Sistema de Gestion de Calidad Anexo IX, capitulos 1y IIl,
s¢ inciuye una evaluacién de la documentacién técnica para los productos afectados sobre 1a base de muestas representativas
ET | Kvaliteedijubtimissiisteem 1X lisa I ja 101 peatiiki
Sealhulgas asjaomaste seadmete tehnilise dokwmnentatsiooni hindamist esindavate valimite pShjal
FR | Systéme de gestion de la qualité Annexe IX Chapitres [ et I,
Inclut unie évaluation de la documentation technique pour les dispositifs concernés, sur la base d’échantillons représentatifs
HR. | Sustav upravljanja kvalitetosm Prilog 1X., Poglavlja 1. i [11.,
ukljudujuéi ocjenjivanje tehnitke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mindségirdnyitasi rendszer IX. melléklet, I. és [1], fejezet, ideértve az érintett eszkozok miiszaki dokumentacidjanak reprezentativ mintak alapjan vald
értékelését
IT Sistema di gestione della qualita Aliegato 1X Capitoli 1 e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di camnpioni rappresentativi
LY | Kvalitites vadibas sistéma IX pielikuma 1 un [11 nodala,
tostarp attiecigo ierién tehniskas dokumentacijas novarigjums, pamatojoties uz reprezentatfviem paraugiem
LT | Kokybés valdymo sistema IX priedo [ ir UI skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais
NO | Kvalitetsstyringssystem Vedlegg IX kapittel 1 og 111,
inkfudert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pd grunnlag av representative praver
PL System Zarzadzania Jakoscia Zalacznik IX, Rozdziaty 1 oraz [1[,
w tym ocena dokwnentacji technicznej danych wyrobdw na podstawie reprezentatywnych prébek
PT Sistema de gestdo da qualidade Anexe IX Capitulos I ¢ I,
Incluindo uma avaliaghio da documentagiio técnica para os dispositivos em questiio com base em amostias representativas
RO | Sistemul de management al calitaiii Anexa 1X, Capitolele | si 11l inclusiv o evaluare a documentatiei tehnice pentru dispozitivele in cauzil pe baza unor
probe reprezentative.
SK | Systém riadenia kvality Priloha §X Kapitoly 1a IIL, vrétanc posiidenia technickej dokumentécie prisludnych pomnéeok na zaklade reprezentativiych
yzoriek
SV | Kvalitetsledningssystem Bilaga IX Kapitel 1 och 1LE,
Inklusive en beddmning av den tekniska dokumentationen t6r berdrda produkter som grundar sig pé representativa urvai
TR | Kaiite Yénetin Sistemi Ek IX Bolom [ ve III

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

BG | EC Ceprudukar Ne Qfmn cneupdukapn (OC) TTeAEG HAKMEHOBAHHE

CS | Cislo certifikatu EU Spoledné specifikace Cely nizev

DA | EU-certifikatnummer Falles specifikationer Fulde navn

DE Mr. des EU-Zertifikats Gemeinsamne Spezifikaticnen (GS) Vollstidndiger Name

EL ApBpde musronomtikod EE Kowée npodiypospés (K1) TThijpns ovopacice

ES Namero cestificado UE Especificaciones comunes Nombre completo

ET | EL-isertifikaadi nr Ultsed kirjeldused Taisnimi

FR N° cestificat UE Spécifications communes Notn complet

HR EL potyrda br. Zajedniitke specifikacije (,,CS™) Puni naziv

HU EU-tanisitviny szama Egységes eldirasok Telies név

IT N*® del certificato UE Specifiche commi (SC) Nome completo

Lv ES sertifikata Nr. Kopigis specifikfcijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé

NO | EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikau UE Wspolne speeyfikacje Imig i nazwisko

PT Certificado UE N° Especificagbes comuns Nome completo

RO | Nr. certificat UE: Specificatii comune {CS) Numele cotmplet

SK Cenrifikat EU & Spoloéné ipecifikdcie Cely nazov

SV Nummer pi EU-inive Gemensamma specifikationer Fullstindigt namn

TR. | AB Sertifika Numarasi Genel Spesifikasyonlar (GS} Adi Sovadi

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

BG | JinvwnuocT [Moanucano 3a H OT HMETO Ha Jlata Ha H3macaue

Cs Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskievet for og pé vegne af Udstedelsesdato

DE Funkiion Unterzeichnet flirund im Aufirag von Datum

EL Astmoupyio Y ROYPAPETOL Y10 KL EK UEPOUS TOUTHG Hugpopunvic éxbocns

ES Funcidn Firmada por, ¥ en nombre de Fecha

ET Funktsioon Adla kigjutanud (kelle pooit ja nimel) Viljaandimise kuupdev

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

HR | Funkcija Potpisano za iu ime Datum izdavanja

HU | Beosztas Aldire a kdvetkezd kepviseletében és Kiadas datuma
nevében

iT Funzione Firmaio a nome e per conto di Data di rilascio

LY | Amais Parakstits §adas personas varda Izdoganas datums

LT Parcigos Subjekto, kurio vardu pasiraSoma, I3davimo data
pavadinimas

NO | Funksjon Signert for, og pa vegne av Utstedelsesdato

FL Funkeja Podpisano w imieniu Data wydania

FT Fungiio Assinado e e nome de Data de emissio

RO | Functia Semnat pentru gi in numele Data eliberirii

SK Funkcia Podpisané za a v mens Détum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum fr utfirdande

TR | Gorevi Namuna ve temsilen imza Diizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG | 3amectna [Tonnuc Nara na onodpenne

CS | Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrif} Godkendelsesdato

DE | Ersetzt Unterschrift Datum der Genehinigung

EL Avtikathord Y oypaipi} Hpepounvia &ykpuang

ES Sustituye Firma Fecha de aprobacién

ET Asendab Allkiri Heakskiitmise kuupdev

FR Annule et remplace Signature Date de |'autorisation

HR | Zamjenjuje Potpis Datuin odobrenja

HU | Hatilytalanitja a kipvetkezd dokumentumot: Alairas Jovahagyas datmmna

IT Sostituisce Firma Data di approvazione

LY Aizstaj Paraksts Apstiprindianas datums

LT | Pakeifia Paragas Patvirtinimo data

NO ! Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substiiui Assinatura Data de aprovacio

RO | Inlocuitor Semnatura Data aprobirii

SK Nahradza Podpis Ditum schvilenia

SV Ersdtter Namnteckning Datum for godkannande

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

BG MACTD Ha H3AABAHE B cuha oT/3a_(XaTa WM HOMEP Ha TapTHAa)

Ccs Misto vydani 1)&inné od (datum nebo Zisle SarZe}

DA | Udstedelsessted Ikrafitzedelse (dato eller lotnurnmer)

DE Ot Galtig ab (Datwin oder Chargenbezeichnung)

EL | Fémog gxdoang Lz 1oy) amd (Hpcpopnvia 1 op. Teptiduc)

ES Expedida en Efectiva (fecha o namero de lote)

ET Viiljaandmise koht Joustumine (kuupiey vGi partiinumber)

FR Licu d*établissement Entrée en vigueur (date ou numéro de lot)

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

HU | Kiadas helye Hatilybalépés (datum vagy tételszim)

IT Luago di rilascig Valido da (data o numero di lotto)

LV Izdo3anas vieta Spéki no {datums vai partijas numurs)

LT [3davimo vieta [sigalioja (data arba partijos numeris)

NGO | Utstedelsessted Gielder fra {dato eller lotowmmer)

PL Miejsce wydania Obowigzuje od {data lub numer partii)

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

RO | Locul elibersrii Valabilitate (data say numarul Lotului)

SK Miesto vydania Uginnost od {dawm alebo &islo SarZe)

SV Ptats fOr utfirdande Verkstilligt (datum eller letnummer)

TR Dazenlendigi Yer Yirdirltk (Tarih veya Lot Numarasi)

EN | K the undersigned, hereby dectare ihat 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 § April 2017 on In Vitro Diagnostic Medical Devices, This
declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibility of the manufacturer,

BG | A3, AONYTOANHCAHWAT, G HACTOAIOTO ACKAPHPAM, Y€ FOPEORKCAHOTO(HTE) MEAHUMHCKO{H) MIACNAE(A) 32 UHBRTPO AKArHOCTAKA OTroBApA(T) HA
npwigkHmATe pasnopeadu na Pernament (EC) 2017/746 xa Esponeiickia napnamerT H Ha CpeeTa oT 5 anpyn 2017 r. 0THOCHG MERHLHHCKHTE
H3AENHA 38 HHBUT) AMarHoCcTHKa, Tasy AcKnapauka e Hanpasena B cxoteercTeue ¢ Ipunomxenane IV Ha PernaMenta 3a [VD o 3a KeiliHoTo n3nasane
OTFOBOPHOCT HOCH EIHHCTEEHO NPOH3BOINTENAT,

CS5 | JI4, nize podepsany{-a) timto prohladuji, 7e diagnosticky(-¢) zdravotnick{-€) prostiedek (prostfedky) uvedeny(-£) vyie je (jsou) ve shod€ s pEisluinymi
ustanovenimi Natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedeich in vitre. Toto
prohlageni je v souladu s PFilokou IV Natizeni IVD a je vydano na vyhradni odpovédnost vyrobee.

DA | Jeg, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de g=idende
bestemmelser i Europa-Parlamentets og Rédets forordning (EU) 2017/746 af 5. april 2017 o in vitro-diagnostisk medicinsk udstyr. Denne erklaring
afgives i overensstemmelse med IVD-forordningens bilag 1V og udstedes under fabrikaniens eneansvar.

DE | lch, der Unterzeichner, erkliise hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriehenen In-vitro-Diagnostika die
entsprechenden Bestimmungen der Verordoung {EU) 2017/746 des Europaischen Parlaments uad des Rates vom 3. April 2017 iiber In-vitro-
Diagnostika erfiillen. Diese Erklirung erfolgt gemil Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers
ausgestellt.

EL | Eyé, 0 vroypiupov ShhoHve PS 10 Rpdy OTL T APOUVARSPONEVE SIOYVOGSTIKG 10TpOTEXVOROYIKE TPOIOVTH GUPHOPGHVOVINL 1E TIS 1oybouceg Siatdée
Tov Kevovigpot (EE) 2017/746 tov Euponaikos Kowopovkion kul tou Zvpfoviiov g 5 Axpidiov 2017 oyetkd pe o in vitro duryvoreTikd
WTpoTERVoAOYIKE ApotovTe. H Sikwor auth yivera odppave pe 1o Hupdprpe IV tov Kovoviopod IVD ko exdibetal pe aroxhasticn sudivn tov
KUTUCKEWTTH

ES | Yo, el abajo finnanie, por la presente declaro que el{los) producto(s) sanitariofs) para diagnéstico in vitro descrito(s) anteriormente curnpte(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamente Europeo y del Consegjo del 5 de abril de 2017 sobre productos sanitarios para
diagnéstico in vitro. Esta declaracion se realiza en conformidad con el Anexo 1V del Reglamento VD y es emitida bajo la responsabilidad iinica del
fabricante.

ET | Mina, allakitjutanu, kinnitan, et cespool kitjeldatud i vitre diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017.
aasta midnsse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele. See deklaratsioon on koostatud vastavalt VD
médruse IV lisale ning sefle viljastamise eest vastutab ainult tootja.

FR | Je soussigné(e), déclare par 1z présente que le(s) dispositif(s) médical{aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s} aux
dispositions applicables du Réglement {JE) 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 1’ Annexe [V du Réglement DIV sous la seule responsabilité du fabricant.

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

Ova je izjava sastavljena u skiadu s Prilogom 1V. Uredbe IVD i izdaje se pod iskljucivom odgovorno§éu proizvadaca.

HU | Alulirott ezeanel kijelentem, hogy a fent lefst in vitro orvostechnikai eszkéz(6k) megfelel(nek) az Eurbpai Parlament és a Tandes in vitre diagnosztikai
orvostechnikai eszkozokdl 52616 (EU) 2017/746 {2047, aprilis 5.) rendelete (1VD rendelet) vonatkozo rendelkezéseinek. A jelen nyilatkozat negfelel az
TVE rendelet [V. mellékletében foglalt elbirdsoknak, és a gyartd kizardlagos feleldssége alapjan kerilt kiaddsra,

IT | lo, sottoscritto, con la presente dichiaro che il dispositivo(i) medica-diagnostico in vitre sopra descritte & conforme alle disposiziont applicabiti del
regolamento (UE) 2017/746 del Parlamento europeo e del Consiglic del 3 aprile 2017 relativo ai dispositivi medico-diagnostici in vitre. Questa
dichiarazione & redatta in conformita allallegato 1V del regolamento IVD ed & rilasciata sotto la responsabilitd esclusiva del fabbricante.

LV | Es, apaksa parakstijies, ar 80 pazinoju, ka iepriek§ aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Fadomes
Regulas (ES) 21 7/746 (2017. gada 5. aprilis) piemérojamajam prastbam par in vitro diagnostikas mediciniskam ieriogm. 57 deklaracija i sagatavota
saskana ar [VD regulas 1V piefikumu un it izdota vienigi uz raZetija atbildibu,

LT | A&, toliau pasirades (-iusi), pareidkiu, kad anks&iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-¢s) atitinka 2017 m. balandZio 5 d. Evropos
Parfamento ir Tarybos reglamento (ES) 2G17/746 dél in vitro diagnostikos medicinos priemoniy taikomas nuostatas. 8i deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir idduota tik gamintojo atsakomybe.

NO | Undertegnede erklzrer herved at atstyret til in vitro-diagnostikk som er anfert ovenfor, er i samsvar med gjeldende besternmelser i Europaparlaments-
og tidsforordning (BU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleringen er utarbeidet i overenssterinelse med
vedlege TV i IVD-forordningen og er utstedt under produsentens eneansvar.

PL [ Ja, nizej podpisany(-a), niniejszym cswiadezam, ze wynieniony(-c) powyzej wyrcb{wyroby) medyezny(-¢) do diagnostyki in vitre spenia(-jq)
odpowiednie wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z doia 3 kwietnia 2017 . w sprawie wyrobdw medycznych
do diagnostyki in vitso. Niniejsza deklaracja zostata sporzadzona zgodnie z Zalaeznikiem 1V Rozporzadzenia IVDR i wydana na wylgczna
odpowiedzialnodé producenta.

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

de Regulamento (UE) 2017/746 do Parlamento Europeu ¢ do Consetho, de § de abuil de 2017, relativo aos dispositivos médicos para diagndstico i
vitro. Esta declaragio é feita em conformidade com o anexo [V do Regulamentio IVD e é emitida sob a exclusiva responsabilidade do fabricante,
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RO

Subsemnatul, declar ¢a dispozitivul {dispozitivele) medicat{e) pentru diagnostic in vitre descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regutamentul {UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro,
Prezenta declaratie este emisi in conformitate cu anexa [V [a Regulamentul 1VD si este emisd sub responsabilitatea exclusiva a producitorului.

SK

Ja, dolupodpisany(-4), tymto vyhlasujem. Ze diagnosticka{-¢) zdravotnicka(-e) pomdcka(-y} uvedena(-¢) vyssie je (si) v zhode s prishitnjmi
ustanoveniami MNariadenia Eurdpskeho parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych poméackach in vitro. Toto
vyhldsenie je v silade s Prilohou IV k Nariadeniu IVD a vydiva sa na vyhradmi zodpovednost vyrobou.

sV

Jag, undertecknad, forsakrar hinmed ait den eller de edicinickniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillampliga bestdmmelserna i Europaparlamentets och ridets forordning (EU) 2017/746 av den 3 april 2017 om medicintekniska produkter for in vitro-
diagnostik. Denna forsakran gors i enlighet med bilaga IV dll IVD-fdrordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Ben, agagida imzasi bulunan, yukanda belirtilen in vitro diagnostik medikal cibazlarm, 2017/746 sayil: Avrupa Parlamentosu (AB) Direktifi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hitkiimlerine uygun oldugunu beyan ederim. Bu beyan IVD Direkiifi Ek IV uyarinca
yapimistir ve ilreticinin monhasir sorumlulugu alondadsr.

End of document
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Abbott
EU Declaration of Cenformity
Basic UDI-DI: . 038074SLI0002T5
Basic UDI-DI Name: ARCHITECT Concentrated Wash Buffer
Risk Class: Class A .
List Namber Product and Trade Name GMDN Code | EMDN Code
and Size Code
6C54-58 ARCHITECT Concentrated Wash Buffer 58236 W0201020185
6C54-82 ARCHITECT Concentrated Wash Buffer 58236 W0201020185
6C54-88 ARCHITECT ARM Concentrated Wash Buffer 58236 W0201020185
Manufacturer | Abbott Ireland €
(Name and Address) | Diagnostics Division
Finisklin Business Park ,
Sligo, Ireland ;
Manufacturer SRN | IE-MF-000009849
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A i
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostics Division
Finisklin Business Park
Sligo, Ireland
Conformity Assessment Procedure | Annex II and III

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: _Noel Haren Full Name: _Joe Murray
Function: _Manager Regulatory Affairs Function: _Director Quality Assurance
Signature: N ?)—Jl/— Sigriature: Aﬂ, M
Date of Approval: 1S <%, 9% Date of Approval: i5 "SQL 2082
Signed for, and on .
behalfof: Abbott Ireland Diagnostics Division, Sligo

Date Issued:

IS Su 2022

Place Issued: Sligo, Ireland

Supersedes: 23 May 2022

Effective (Date
or Lot Number):




Abbott

EU Declaration of Conformity

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

BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

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

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

EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

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

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

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

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

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

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

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

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

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

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

BG Kiac ciopes pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha IpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli urujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvou Kwdkog IMpoidvtog kot Kodikdg Tuokevaciog TIpoidv kou Epmopikny Ovopacio

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny nzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott

EU Declaration of Conformity

EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpousBoxuTen (MMe U aapec) EPH Ha npoussoaurens
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kwdwkog EMDN Kataokevaothg (Ovopa kot Atevbovvon) SRN (Movaduog Appog Mntpmov)
(Ovopatoroyia (Ovopatoroyia Koartaokevaom
L0TPOTEYVOLOYIKMDV L0TPOTEYVOLOYIKDV
TPOIOVTMV) TPOIOVTMV)
ES | Cddigo GMDN Cédigo EMDN Fabricante (nombre y direccién) 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 unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kdd EMDN-kdd Gyart6 (név és cim) Gyart6 egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklattiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyroboéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kéd GMDN Koéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobecu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
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Abbott

EU Declaration of Conformity

EN | Authorized Representative (Name Authorized Representative SRN Produced by (Site of Manufacture) Conformity Assessment Procedure
and Address) (Name and Address)
BG VYobnaomomeH npencrasuten (uvme 1 | EPH Ha ynbpanomonieHus ITpousBeneHo oT (MsCTO Ha IIpouenypa 3a orieHka Ha
azipec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (nézev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaletonr omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTItpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (havn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott

EU Declaration of Conformity

EN | Annex Il and Il Full Name

BG | Ilpunoxenue Il u Il [IbJIHO HAMMEHOBAHKE

CS Ptiloha II a III Cely nazev

DA | Bilag Il og Ill Fulde navn

DE | Anhang Il und Il Vollstdndiger Name

EL Hapdpmuo IT xou 11 TIApng ovopacio

ES Anexos 1y Il Nombre completo

ET 11 ja 11l lisa Taisnimi

FR Annexes Il et 111 Nom complet

HR | Prilog Il i lll. Puni naziv

HU [ 1l és 111. melléklet Teljes név

IT Allegati Il e Il Nome completo

LV 11 un 111 pielikums Pilns nosaukums

LT 1L ir 111 priedai Vardas ir pavardé

NO | Vedlegg Il og IlI Fullt navn

PL Zatgcznik 11 oraz 111 Imig i nazwisko

PT Anexo Il e lll Nome completo

RO | AnexallsiIII Numele complet

SK Priloha Il a lll Cely nazov

SV Bilaga Il och 111 Fullstdndigt namn

TR Ek Il ve lll Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetar yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott

EU Declaration of Conformity

EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jara Ha oj100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeiéia ParasSas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacdo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahréadza Podpis Déatum schvélenia
sV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Témog ékdoong e 1oy and (Huepounvio M ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)

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

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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Abbott

EU Declaration of Conformity

EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIOTO JCKJIapUpaMe, Y€ rOpeOHCaHOTO(UTE) MEUIIMHCKO (1) U3/eine(s) 3a HHBUTPO JUAarHOCTHKA OTroBapsi(T) Ha
npuiIokuMuTe pasnopendu Ha Pernmament (EC) 2017/746 na EBponeiickus napaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIIMs 38
MHBUTPO JUarHocTUka. Ta3u pexapanus e HanpaBeHa B cboTBeTcTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#HOTO n3jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

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

DA

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

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypaepovteg, SNAOVOLLE LE TO TAPOV OTL TU TPOUVAPEPOLEVE SIOYVOOTIKE LLTPOTEXVOAOYIKA TTPOTOVTO GUUHOPPAOVOVTUL LE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovliov g 5™ Ampikiov 2017 oyetikd pe to in vitro Stoyvootikd
TpoTEYVOAOYIKA TpoiovTa. H diwon avtn yiverar ovppova pe to [apdpmpa 1V tov Kavovicpod 1VD kot ekdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico 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 exclusiva responsabilidad del
fabricante.

ET

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

FR

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

HR

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

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokr6l szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MeEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemé&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. St deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

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

SV

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

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yo6netmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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Abbott

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Conformity

-

038074SL10002TS

ARCHITECT Pre-Trigger Solution

Class A "

List Number
and Size Code

GMDN Code EMDN Code

Product and Trade Name

6E23-68

ARCHITECT Pre-Trigger Solution

61163 W0201020185

Manufacturer
(Name and Address)

Abbott Ireland

Diagnostics Division

Finisklin Business Park

Sligo, Ireland é

Manufacturer SRN

IE-MF-000009849

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN

N/A

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

Abbott Ireland

Diagnostics Division

Finisklin Business Park ¥
Sligo, Ireland

Conformity Assessment Procedure

Annex II and III

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:
Function:
Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

Noel Haren

Manager Regulatory Affairs

\D-.l—a@.ﬁ——

1S ) 2022

Abbott Ireland Diagnostics Division, Sligo

Full Name:

Function:

Joe Murray

Director Quality Assurance

Signature: Ay;, 1Ll--~—\
=

Date of Approval:

15 Jui 2022

|s Su 2022

23 May 2022

Place Issued: _Sligo, Ireland

Effective (Date -

or Lot Number): lS 'Tu\ 2.0 2.3



Abbott

EU Declaration of Conformity

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

BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

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

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

EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

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

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

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

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

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

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

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

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

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

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

BG Kiac ciopes pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha IpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli urujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvou Kwdkog IMpoidvtog kot Kodikdg Tuokevaciog TIpoidv kou Epmopikny Ovopacio

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny nzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott

EU Declaration of Conformity

EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpousBoxuTen (MMe U aapec) EPH Ha npoussoaurens
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kwdwkog EMDN Kataokevaothg (Ovopa kot Atevbovvon) SRN (Movaduog Appog Mntpmov)
(Ovopatoroyia (Ovopatoroyia Koartaokevaom
L0TPOTEYVOLOYIKMDV L0TPOTEYVOLOYIKDV
TPOIOVTMV) TPOIOVTMV)
ES | Cddigo GMDN Cédigo EMDN Fabricante (nombre y direccién) 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 unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kdd EMDN-kdd Gyart6 (név és cim) Gyart6 egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklattiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyroboéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kéd GMDN Koéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobecu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
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Abbott

EU Declaration of Conformity

EN | Authorized Representative (Name Authorized Representative SRN Produced by (Site of Manufacture) Conformity Assessment Procedure
and Address) (Name and Address)
BG VYobnaomomeH npencrasuten (uvme 1 | EPH Ha ynbpanomonieHus ITpousBeneHo oT (MsCTO Ha IIpouenypa 3a orieHka Ha
azipec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (nézev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaletonr omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTItpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (havn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott

EU Declaration of Conformity

EN | Annex Il and Il Full Name

BG | Ilpunoxenue Il u Il [IbJIHO HAMMEHOBAHKE

CS Ptiloha II a III Cely nazev

DA | Bilag Il og Ill Fulde navn

DE | Anhang Il und Il Vollstdndiger Name

EL Hapdpmuo IT xou 11 TIApng ovopacio

ES Anexos 1y Il Nombre completo

ET 11 ja 11l lisa Taisnimi

FR Annexes Il et 111 Nom complet

HR | Prilog Il i lll. Puni naziv

HU [ 1l és 111. melléklet Teljes név

IT Allegati Il e Il Nome completo

LV 11 un 111 pielikums Pilns nosaukums

LT 1L ir 111 priedai Vardas ir pavardé

NO | Vedlegg Il og IlI Fullt navn

PL Zatgcznik 11 oraz 111 Imig i nazwisko

PT Anexo Il e lll Nome completo

RO | AnexallsiIII Numele complet

SK Priloha Il a lll Cely nazov

SV Bilaga Il och 111 Fullstdndigt namn

TR Ek Il ve lll Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetar yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott

EU Declaration of Conformity

EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jara Ha oj100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeiéia ParasSas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacdo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahréadza Podpis Déatum schvélenia
sV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Témog ékdoong e 1oy and (Huepounvio M ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)

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

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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Abbott

EU Declaration of Conformity

EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIOTO JCKJIapUpaMe, Y€ rOpeOHCaHOTO(UTE) MEUIIMHCKO (1) U3/eine(s) 3a HHBUTPO JUAarHOCTHKA OTroBapsi(T) Ha
npuiIokuMuTe pasnopendu Ha Pernmament (EC) 2017/746 na EBponeiickus napaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIIMs 38
MHBUTPO JUarHocTUka. Ta3u pexapanus e HanpaBeHa B cboTBeTcTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#HOTO n3jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

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

DA

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

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypaepovteg, SNAOVOLLE LE TO TAPOV OTL TU TPOUVAPEPOLEVE SIOYVOOTIKE LLTPOTEXVOAOYIKA TTPOTOVTO GUUHOPPAOVOVTUL LE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovliov g 5™ Ampikiov 2017 oyetikd pe to in vitro Stoyvootikd
TpoTEYVOAOYIKA TpoiovTa. H diwon avtn yiverar ovppova pe to [apdpmpa 1V tov Kavovicpod 1VD kot ekdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico 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 exclusiva responsabilidad del
fabricante.

ET

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

FR

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

HR

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

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokr6l szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MeEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemé&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. St deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

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

SV

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

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yo6netmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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EN EU Declaration of Conformify Basic UDI-DI Basic UDI-DI Name

BG EC JEKAAPAIUA 3A CLOTBETCTBHE, Basos ['DI-DI Hamn Hue Ha Gasos UDE-Di

CS | EU PROHLASENT O SHODE Zikladni UDI-DI Nizev zikladniho UDI-DI

DA EU-OVERENSSTEMMELSESERKL ERING Grundlepgende UDI-DI | Grundlzggende UDI-Di-navn

DE EULKONFORMITATSERKLARUNG Bagis-1'DI-IM Basis-UDI-DI Name

EL__ | AHAOSH ZYMMOPOQTHE EE Buowo UDIDI Ovopaoin, faowos UDEDI

ES DECLARACI-OFN 11E DE CONFORMIDAR UDI-DI Basico Nombre UDI-DI Bésico

ET ELi vastavesdeklaralsioon | Pohi-UDI-DI P6hi-UDI-DI nimi

FR Déclaration dz conformié UE IUD-ID do base Nom [UD-1D de base

HR ELIZJIAVA O SUKLADNOS T Osnovni UDI-DI Naziv osnovnoeg UDI-DI

HU | FU-MEGFELFLOSEGL NYILATKOZAT Alapvets UDI-DI Alapvetd UDEDI neve

T Drichiarazione di conformiis LIE UDI-DI di base Nome 1TDI-DI di base

LYV | ES athilstthas deklarficija Pamata UDI-DI Pamata UDIL-DI nosaukums

LT ES ATITIKTIES DEKLARACHA Bazinis UDI-DI Bazinio UDI-DI pavadini

NO | EY-sems i Grunnleggends UDI-DI Grunnleggends U'IN-Diaavn

PL DEELARACIA ZGODNQSCL UE Kod Basic UDI-DI Nazwa kodn Basic U'DI-DL

PT DECLARACAQ UE DE CONFORMIDADE UN-DI bésico = Nome U'DI-DI Basico

RO Declarafia de Conformitate UE UDI-DI de bard Nume UDI-DI de baza

SK EU VYHLASENIE O ZHODE | Zakladny UDI-DI Nizov zikladného UDI-DI

SV__|{ EU.FORSAKRAN OM OVERENSSTAMMFISE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

TR i AB Uygunluk Bevami | Temel UDE-DI Temel UDLEDI lsmi

EN | Risk Cluss | List Number and Size Code Product and Trade Name 1

BG Khac cnopas pucea | KaTamomen BOMSP H KOJ HR pasMepa Hue Ha 0pugvTa B TLPIOBCKS HARMEHQRANN: B

s Rizikova tFida | Katalogové Gislo a koncové dvajéisli Urdujicd Nizev produktu a sbohodni nazey

| velikost soupravy — —

DA | Risikokiase |_Bestillingsnummer og storrelseskode Produki- og varemerkenavn

DE | Risikoklasse | Bestelinummer und GroBencode Produki- und Handelaname ) |
|_EL Koryropie svivow | Kewdwo: Hpoioviog ko Kedikds Duoxsvucis | IIpaioy xen Epaopu) Ovopucin j

ES Chase de rissgo | Nidmero de referencia v codigo de tamaiio | Producto y marca comercial

ET | Riskiklaes | Katalooginumber ja suurusekood | Toote nimetus ja kanhanimi

FE Classe e risque | Référence Nom de produit et de marque

HR Klasa rizika KataloZki broj i eznaka pekiranja Naziv proizvoda i zadtideni naziv

BU | Kockdzati osztaly Listaszim és készletkiszereids-lodd Termék- és kereskedelmi név

T Classe di rischio Numeruv di listino ¢ codice formate _|_Prodotio & mome commerciale B

LV | Rigkaklase Kataloga numurs un izméra kods Produkia nostithums un tirdzniecibas nosaukums

LT Rizikos klasé Katalogo numeris ir dyd#io kodas _Gaminio ir prekybinis pavadinimai

NO _| Risikcklasse Bestillingsnummer og slorrelseskode Produkt- og handelsnavn

PL Klaga ry7vka Numer katalogowy Nazwa produkiu i nazwa handlowa

PT | Classe de risco Numero de lista e codigo de apr cdo Produto ¢ nome comercial

RO Clasi de tisc Numiir de listd g1 cod di itise - Denumirca produsului §i denumirea comerciala

SK Rizikova trieda | Kawldgove cisla — Nézov produktu 3 ohchodny ndzov

5V Riskklass Listnummer och storlekskod Produkt och firmansomn

TR _| Risk Simfy Liste Nimaras: ve Boyut Kodu Urdin ve Ticar Tsmi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN |
BG | Kap GMDN Ko EMDN Tpowieomaren (HMe  aapec) EPH ga upomsomirenn
C8 | Kod GMDN Kod EMDN Vyrohce (nizev a adresa) Jediné registraéni Zislo vyrobce
DA | GMDN-kode EMDN-kode | _Fabrikanl {navn og adresse} Fabrikants SRN N
DE | GMDN-Code EMDN-Code Hersteller (Name ond Adresse) Hersteller-SRN
EL | Kodndg GMDN (Ovopatoioria | Kedicdc EMDN (Ovoyrewhoyis Kataoxsvaomig (Ovopn 1o SRN (Movaducig Apbyde Mmtphon)
E WY ol y Jiry Apoidviwy | Msibovon) - Koataokevaot]
E8 | Cédigo GMDN Cadigo EMDN ‘ Fabricante (nombre y direccién)} SRN (mimerc de regisiro imico) del
| fabricante

ET | GMDN-kood EXMDN-kood Toolja (nimi |a aadress) Tootia unikaalne registrecrimisnumber |
FR | Code GMDN Code EMDN Fabricant (nom el adresse) Numéro d'enregistrement unigue du

fabricant
HR | GMDN kod EMDN kod Proizvoda¥ (naziv i adresa) | 8RN (jedinstveni registracijski broj) _J|

proizvodséa ]
HU | GMDNkdd EMDN-kod Gyirtd (név és cim) Gyarto egyedi regisztricios széma

i - (SRN) =
I Codice GMDN Codice EMDN Fabbricante {nome e indisizzo) SRN (numero di registruzione unico)
_— del febbricamte
LV | GMDN kods EMDN kods Raotijs (nosaukurns we adrese) | Ralotajn vienolais registricijas nupmurs
| {VRN)
LT | Visuotinés medicinos priemoniy { Europos medicinos priemoniy Gamintojas {pavadinimas ir adresas) Gamintojo unikalusis registractios T
nomenkiatfros kodas nomeakistiiros kodes nunteris
NO | GMDN-kode EMDN-kode Prod t (navn op, adresss) _Produsentens SRN
FL | Kod GMDN Kod Europejskie) Nomenklatury Producent (nazwa i adres) Niepowiarzalny numer rejestracyjny
Wyrobaw Medyeznveh _ sducenta e
PT | Codige GMDN Codigo EMDN | Fabricante (Nome & Morada) | Mimero Gnico de registo do fabricante
| RO | Ced GMDN Cod EMDN | Producitor {nume 5i adresd) SEN producitor -

SK | Kod GMDN Kéd EMDN | Vyrobea (Nazov a adresa) Jediné registratng islo (SRN) wmla
8V | GMDN-kod EMDN-kod | Tillverkare (namn och adress) Tillverkarens SRN f
TR | GMDN Kodu EMDN Kodu | Cretici (Isim ve Adres) Uretici SRN'si |



EN | Authorized Represenistive (Name and Address) | Authorized Repressntative SRN Produced by {Site of Manufaciure)
(Name and Address)
BG | YDeIHOMOMCH MpeICTRBITre] (HME W aapec) EPH 1a ym.amo MOme AEX NpeqcTanATEN Tporsnenenc oT (MSCTe BE MPOIBOICTRO) (HME H
i — aapec) . e =
C8_ | Zpinomocning zéstupes (nivcv & adresay |_lediné registratni &islo zplnomocnéného zdstupce Vyrobeno (misto viroby) (ndzev a adresa) .
DA | Autoriseret repreesentant {navn og adresse) | Autoriserel reprasentants SRN Produceret af (fabrikationsstad)
| ) | {(Navn og adresse}
DE | Bevollmichtigter (Name und Adresse) SRN des Bevoltmichtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL Efovsmodomptve; Avimpdonmog (Ovopue v SRN EZovowdotnuivor Avinpoodrns Kawoxsod{eten axé (Eprocuion rapayenic)
AwhBuvor) (Ovopooia xe Awiduven)
ES Representanie autorizado (nombre y direccion) SRN {mimtern de registro Gnico) del representants Producido por {fugar de fabricacién) (Nombre y
autorizado - B direccisn)
ET | Volitatud ssindajn {nimi ja aadress} _ | Volitamud gsindaja unikaalne ragisicenmisnumber | Tootnud (tootmiskoht) (nimi ja apdress) |
FR Mandatairz (nom et adresse) Numéro d'enregistrement unigue du mandafaire Produit par (site de fabricstion) 1
= : - {nom et adresse) ]
AR | Ovialeni zastupnik {naziv i sdresa) SRN (jedistveni tegistracijshi broj) oviadlenog Proizvodi (Mjesto proizvodnje) |
zastupnika {INaziv i adresa) ‘
HU | Meghaaimazot képviseld (név és cim) | Meghetalmazott képviseld cpyedi repisztricios Gydnh (gyarias helye) |
o szama (8RN} N | {név és cim) o |
T Mandatario (nomne € indirizzo) | SEN (numnero di registrazione unico) del Prodotto da (sito di fabbricazione)
| mandatario {nome ¢ indirizzo)
LV | Pilnvarotais phsstdvis (nosaukums un adrese) Pilnvaroia parstdvia vienotais registricijas numurs | RaZots (ra¥odanas vieta) T
{VRN) { kums un adrese) |
LT Tgalionasis mslovas {pavedinimas ir adresas) lgaliotojo atstovo unikalusis registracijos numeris | Pagaminta (gamybos vieia} (pavadinimas ir
| | adresss)
NQ | Aptoriser representant (navn og adresse) Den antoriserte representantens SEN | Produsert av (produksjonssted)
{navn og adresse) e e
PL | Upowaimiony przedsiawiciel {nazwa i adres) Nigpowtarzalny mumer rejestracyjny Wyprodnkowano przez (micjsce produkeji)
upowaznionego przedstawiciela - (nazws i adres) ]
PT | Mandauirio (Nome ¢ Morada) Niimero dnico de registo do mandatirio Produzido por {Lacal de fabrico)
e | {(Nome e Morada) ]
RO | Reprezenton| autorizaf (nume gi adresd) | SRN reprezentant autorizat Produs de citre {localie productie) (nume si adros)
SK | Aulorizoveny zéstmpea (ndzov a adresa) | Jedné registratng dislo (SRN) amtorizovaného Vyrobené {miesto vyroby)
| zashy {nizov a adress)
SV | Awuktorisernd represtatant {nvamn och adress} | Auktoriserad representants 8RN Tillverkas av (tillverkningsort) (namn och adn}sr.)____;
TR | Yetkili Temsilci (lsim ve Adres) Yetkili Terasitei SRNsi Ulvetici (Uiretim Tesisi)
| (isimwve Adres)




EN_| Conformity Assesoment Procedure Annex 11 and [ Full Name i

BG | Iponenypa 3s Ones $1a CHOTBETCTERETO [Tpunowenme 11 u 11 Thano HOAMCROBIANG

Cs Postup pesuzovini shody Pfiloha 1T a 111 Cely négev

DA | Dverenssiemmelses: i edure Bilag Il og 1II Fulde navn o

DE | KonformitStshewertungsverfahren Anhang 1 und 111 Vollstandiger Name |

EL Awdwaoic akio), o Hupipmpe I ke T [ThAprs ovopuoic ]

ES Procedimiento de evaluacion de te conformidad Anexos 11y 11 Nombre completo

ET | Vastavushindamismenetlus 11 ja I fisa Tisnirni S—

FR Procédure 4 évaluation de ia conformité Annexes I et 11 Nom complet B -

HR | Postupak ccjenjivanjz sukladnosti Prilog IL i ITL Puni tiaziv —‘

HU | Megfeleldségentekelési eljaris 1. &s TN melléklet Teljes néy _ |

IT Procedurs di valutazione defla conformita Allegati I e I Nome comp

LV | Afbilstibas povErtEianas procedira IE wa 111 pielikums Pilnsposaukums

LT Aditikties vertinimo procedira 11 ir ]E priedai Vardas ir pavardé

NO | Framgangeméte for samavarsvurdering ~ Vedlegg Il og HI Fullt navn _ |

PL. | Procedura oceny zgodnesdci Zalgcznik 1T oraz W Imig i nazwisko ]

PT Procedimento de avaliacio da conformidade Anexo 1T e 111 Nome compleis _

RO | Procedurd de evaluare a conformitafii Anexa I i 11T Numele complet ‘_' ]

SK | Postup pomdzovania zhody Priloha IT & 111 o | Cel nidzov |

8V | Férfarande fir beddnming av Sverenssiinunelse | Bilaga Il ech IT1 Fullstindigt namn = |

TR | Uygualuk Defierlendimme Proseditril | BkTivell Ads Sovady |

EN Functlon Signed for, and on behalf of | Date Issued D

BG | Jmasoct Mo, ) 33 B OT HMETO Ha JlaTa Ha WinaBaHe |

C8 Funkce Podepsino za a jménem Datum vydani _:
| DA | Funktion Underskrevet for og pA vepneaf | Udstedelsesdato ]
| DE Funktion Unterzeichnet filr und im Aufirag von |_Datum —

EL Anttovpyia Yoypapetu yia Ky €K pépoug Tou/ ), 1 Huspopnvie Exdoons

ES Funoidn Firmada por, v en nombre de | Fecha

ET Funkisicon Alla kirjutanud (kelle poolt ja nimel) - Viiljaandmise kuupiev

FR Fonction Signé par et au nom de Date d'établissenent j

HR__ | Funkeija Poipisano za i u ime Davont izdavanja

HU | Beosztis Aldiro a kovetkezd képviseletében és nevében | Kiadas ddluma ]

T Funzione Firmato a nome ¢ per conto di e | Data di rilascio = -

LY | Amats Paraksifs $adas personas virdi lzdoganas datums -

LT | Pareigos Subjekto, kurio vardu pasimioma, pavadinimas | 13davimo data |

ND Funksjon Signert for. og pa vegne av Utstedelsesdato o ]

PL__| Fumkcja Podpisano w imieniu | Data wydania 1

PT Fungio Assinado ¢ em nome de Data de emissdo - ) :

RO Functia Semnat pentru si in Data eliberdrii |

SK | Funkcia Podpisané za a v mene Ditum vvdania

8V__| Funktion Undertecknat for och pa uppdrag av Datun 57 utfirdande ]

TR Gorevi Nurtina ve temsilen imza Diizenlenme Tarihi




| EN | Sapervedes | Signatare o Date of Approval
BG JamecTna | Doanec Jiata ma ogofipenne
€S | Nahrazuje Podpis Datum schvaleni ]
DA | Erstaiter Undeeskrift Godkendeliesdato |
DE | Ersetat Unterschrift B Datumn der Genehmigung '
EL Avroondiog YRpuipn) == Huspounvia éncpmong ] |
|_ES Sustiuye Firma Fecha de aprobacién ) ]
ET | Asendab Albkiri | Heakskiitmise kuupaev - =
FR Anmnule et remplace Signature |_Date de 'autorisation [
| HR Zamjenjujs Potpis ) | Datum odcbrenja N 1
HU | Hatilvtalonilja a kévetkezé dokumentumot; Alairas ) = Jovihagyés datuma _
T Sostitnisce Fitrna _ Data di approvazione e |
LV | Aizslh Paraksts Apstiprindianas datums |
LT Pakeiia | Parasas Patvirtinimo data b
NO _| Erstatter | Signatur . Godkjenningsdato T
PL Zastepuie Podpis ) - - Data zatwierdzenia
PT SBubstitui Assinatura Data de aprovagio .
RO [ Intocuitor Semndturd 5 | Data aprobari B
| SK | Nahridza | Podpis ~ - Ditum schvalenia o= -
8V | Ersitter | Nammeckning R _Datum $8r godkinnande -
TR | Yerini aldips belze | Tmza Onay Tarihi i
EN | Place Issned Effective {Date or Lot Nowber} i
BG_ | Miacro Ha massiio B cHAA 0T/38_{SaTR MR HOMED U2
¢S _ | Misto vydéni Ulinné od (datum nebo Sislo Sarze)
DA | Udstedelsessted Boafitredels: (dato eller loimimmer)
| DE__| Ont Uiiltis ab (Datum yder Chrgenbeszeichoung) |
EL _ | Térot saboomg e W and {3 vt 7] it
ES Expedida en Efectiva (fucha o niimero de lote) |
ET | Valjasndmise koht Isustumine (kuupisv v5i partinumber) ——
FR | Lieu d'{iablissement Entrée en vigueur (date ou mmére de ot}
HR | Mijesio izdavanja Stupa na datum ili beof senje
HU | Kiadés helye Hatdlvhalépés [ddtum vagy 1telszdm)
IT Luogo di rilascio Valido da (data o numero di lotto)
LV Izdosamas vieta Spéki no {(datums vai partijss mumwrs)
LT | Bdavimo vieta igalicja (daia arba partijes numgris
NO | Utsiedelsensied Gjelder fra tdato eller lotpummer) |
PL | Miejsce wydania Obowigzuje od (data lub numer partii) B
BT Local de emissiic Efetividade (Data ou mimero de lotc) 1
RO | Locul eliberfni Valabilitate (data sau numdrul lotului)
SK__; Miesto vydania Uginnost od (datum alebo Eisto darze) —
SV i Piats for uifdrdande Verkstillig {dstum ellar lotsuommer)
TR Diizenlendifi Yer Yartrlgk (Tarib veva Lot Numaras)




We, the undersigned, bereby dechare that the in vitro dlagaostic medical device(s) described ahove conform with the appKeable provisions of the
Regnlation (EU) 2017/746 of the European Pariament and of the Conacil of 5 April 2017 on In Vitro Dinprostic Medieal Devices; and additienally |
conforms applicable provisions of Directive 2011/65/EU of the Enropean Partisment and of the Conmeil of B June 2011 on the restrdction of e wse of |
certain hazardons sabstances In elecirical and dectronic equipment, and to applicable provisions of Directive 2006/42/EC of the Enrupean Parliomneidt |
and of the Councll of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed Into the laws of the member states,

This declaration is made in accordawce with Aanex IV of the IVD Regulation, Aunex VI of the ROHS Directive, and Annex I of the Machinery

Directive and is issued mnder the sole responsibility of the manulscturer. |
Hue, BommomBcalate, ¢ HACTOMIOTO AEKIAPEpIME, Y0 FOPRONHCAHOTOHTC ) MOIUIWHCXO(H) H3NeNHe(R) 12 HIBITPO KHATHOCTHES OTropapR(T) ua |
pHACAHMUTe paaopeath Ha Pernamear (EC) 2017/746 wa Erponefickna napament # Ha CuseTa o7 3 anpua 2017 1. oThocHo MEMEIRMCEKTS MIICIRS 18
HUBRTPS AHATHOCTHESS 0CHEH TORA OTTCRAPA(T) HA EPRICKUMATE panopeatn Ha Mupeytasa 201 L/65EC Ha Exponefickns napnaMent 8 #a Cupeia ot § o0y
2011 r. OTHOCHEO OTPAHHACHHETY Ha YROTPeSaTa Ha ONPC/ACAEAH GIIACHA BEHIECTER B aneKTPINECKOTO H ONEKTDORROTO GOOPY/IBANE M HA FPHIOARMATE
paanopeabi va Jlapcrhea 2006/42/EO na Esponciicxss napaament o ma Cuoets o7 17 mali 2006 T. 0THOCHO MATIMHATY, H 3 IumMeHenEe Ha Hupermea
95/16/EQ, KakTo € TPAHCNOHHPABA B AATTHOUAIAOTO 3aK0HOAATECTE0 HA [IbPIRABHTE WIEHKH.

Taaet rexnapartis ce Npasy b choTecToTsue ¢ Hpusowxense TV e Pernamerera 3a VD, Opwioaesue VI e FBpexTRAATA 32 OTpANANABIHE HA OUSCHRTE

semectsa (ROHS) a Mpxnoxerne I ga f{pexrEnata oTHOOKO MAWRAATS W 34 REHHOTO MMARLHE OTTORGPHOCT KM EAMMC{IRHO BPORIBOIIFTCIRT.

cs

My, nite podepsand, timto prohlafujeme, Ze diagnosticky(-£) zdeavaimicky(¢) prostfedek (prostiedky) in vitre uvedeny(-6) vide je (jsou) ve shod? s phslufnyumi 1
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze die 5. dubna 2017 o diagnoestickych zdravotnickych prostfedeidh in vitro; a Ze je (jrou)
ddle ve shodi s pfisluinymi ustanovenimi smérmice Eviopského parlamenty a Rady 201 1/63/EU ze dne 8. Servns 2011 o omezeni pouivini nékterych
nebezpednych kitek v elekirickich a elektromickych zalizenich a & phsluSmyini ustanovenimi smérwice Evropskébo parlamentu a Rady 2006/42/ES ze dne 17.
kvétma 2006 o strojnich zafizenich a o zmEné smimice 93/16/ES, jak byla provedena ve vnitrostitnim prévu Heaskych stétii. Toto prohlifeni je v souladu s

Prilohou IV nefizen 1VD, Philohou VI amémice ROHS a Pfilohou 1T smémice o strojnich zafizenich s jo vydéno na vihradni odpovidnost vyroboe, !

DA

Vi, undeniegnede, erklerer herved, at dei in vitro-diagnostiske medicinske udstyr, der er beskrevat ovenfor, er i overensstemmelse med de galdende [
bestemmelser § Europa-Parlamentets og Ridets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom dst nverholder
geldende besternmelser i Europa-Parlameniets og Radets direktiv 2011/65/EL) af 8. juni 2011 om begramaning af brugen af visse farlige stoffer i elekirisk og
eizkironisk ndstyr sanit overholder gaeldende bestemmeiser § Europa-Partamentets og Ridets direktiv 2006/42/EF af 17, maj 2006 om maskiner og endring af
dircktiv 95/16/EF, som det er transponeret i medlemsstaterncs lovgivning,

Denne erklering afgives i overensstemmelse med TVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag I og udsiedes mnder
fabrikantens encansvar.

DE

Wir, die Unterzeichner, erkidren hiermit, dass das oben beschriebens In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordaung (EU) 20177746 des Europ#ischen Parlaments und des Rates vom 5. April 2017 dber In-vitro-Diagiosiike erfdllen mnd zusitzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europhischen Parfaments und des Rates vom $. Juni 2011 zur Beschrinkong der Verwendung
bestimmier gefhrlicher Stoffc in Elektro- und Elektronikgerien sowie der Richtlinie 2006/42/EG des Ewropéischen Parlaments und des Rates vom 17. Mai 2006
tiber Maschinen und zur Anderung der Richilinie 95/16/EG gemil Umsetzung in den Gesctzen der Mitgliedsataaten.

Diese Erklirung erfolgt gemad Anhang IV der IVD-Verorduung, Anhang VI der RoHS-Richtlinie und Anhang If der Maschinen-Richtlinie und wird unter

EL

alleiniger Verantwortung des Herstellers ausgeatcliL |
Epsic. o1 onoypdpovieg, Snhivonpe ue 10 Rapdv 6% T npoavapepbpcve Suyvnonii Wpotsyvolo ik Tpoldvin COROPREVOVIN IE TS ybovots Sdter; |
wov Kavoviopod (EE} 2017/746 tov Evpaxaiod Konnflonhion xu tov Zupfoukiow mg 3% Anpiiou 2017 oxeaxi: pe w in vitro Snyvocmxd wrpotepvelonwd |
RpoTOVIL Kt SO COpOpehvOVIN it TG wyboevors SumiZew g Obyiag 2011/65/EE v Evparaied KowoPoukion om tou ZopPovkion o 8% lovview |
2011 gypuKe ps Tovg AEPLOPIOLG oI YPioT curKEKpIivey ERmIBLVHY ouendry ooy nAapid kal niextpovict slonhugih, xaBdc KeL je us wrponosg
Bupcadens g OBnying 2006/42/EK w0v Evpareixes KowoPovkiow ket tov Sopfovhiov mg 175 Matov 2006 opstucd ps sov pypevied sfonhgpd st iy
Tpororomss Obyie 23/16/EK g avt putaptplyxe om vopobesia wav xpashy pchdv. H Sijuoon evoh yivewn objpove ue 1o Taphptipe IV woo
Kavoviapot 1VD, w Hapdpmpe VI mg Odyyiug ROHS was 1o Napdpmpe [T wng Ofmyias 1o wv pgevikd cleahiops ke exBifierol pe omachacaxh cultm

TOV KETIGKEVGHOTE]. e

ES

Nosotros, los abajo firmentes, por la presents declaramos que el(los) producto(s) sanitario(s) para diagnostico i wiro descrito(s) anleriosmente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017 746 del Paslamento Europeo y del Coascjo del 5 de abril do 2017 sobse producios sanitarios para diagnéstico

in vifro, y ademids cumple(n) las disposiciones aplicables de la Directiva 2011%65/EU del Parlamento Europeo y del Consejo del 8 de jmio de 2011 sobre |
restricciones a la utilizacidn de determinadas sustancias peligrosas en sparatos eléctricos ¥ electrénicos, y las disposiciones splicables dz Ia Directiva 2006/42/EC
del Parlamenio Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, ¥ 1a Directiva de enmienda 95/16/EC tal y como se ha incorporado en las layes

de ios Estados Miembros. o

Esta declaracion se realiza en conformidad con el Anexo TV del Reglamento IVD, Ansxo VE de la Directiva ROHS y Anexo H de 1o Directiva de midquinas y os

emitida bajo la exclusiva responsabitidad del fabricante.

ET

Meie, allakinjutanud, kinnitame, 21 eespool kirjeldatud in virro disgnostikameditsiiniseadmed vastavad Eurcopa Parlamendi ja ndukogu 5. aprilli 2017. ansta
mafruse (EL) 20177746 (in vitro dingnostikameditsimiscadmete kohla) kohaldatavatele shietole ning lisaks vasiab see kobaldatavatele sitetele Evroopa
Parlaniendi ja ndukogu 8. joani 2011. aasta dircktiivis 201 1/65/EL (satavate ohtlike ainele kasutamise piiramise kobta elektri- ja elektroonikassadmetes) ja
Euroope Parlamondi ja ndukogu direktiivis 2006/42E0, 17. mai 2006, mis kasitleb masinaid jn millega nudatakse direktiivi 95/16/EU, niagu sez on tle vaelud
liikmesrijkide seadustesse.

Nous soussigné(e)s, déclarons par Iz présente que le(s) dispositifis) médical (sux) de dizgnostic i1 vitre indiqué(s) ci-dessus est/sont confonme(s) sux dispositions
applicables du Réglement (UE) 2017/746 du Patlement curopéen 1 du Conseil du 5 avil 2017 relatif aux dispositifs médicax de diagnostic in virro, mix
dispositions applicables de la Dirgctive 201 1/65/UE du Parlerent européen ot du Conseil db 8 juin 201 1 relalive & la Emitation de Putilisation de certaines
subatances dangereuses dans les équipements Electriques et &lectroniques, anx dispositions applicables de la Directive 2006/42/CE du Parlement européen ei du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, talles que transposées dans le droit national des ftats inembres. Cotia .
déclaration est établie conformément 4 ' Annexe FV du Réglement DIV, 4 1" Annexe V1 de Ja Disective ROHS ainsi qu’a I"Annexe Il de 1a Directive Machines i
|

soms 1a seule responsabilité du fabricant.

|
|
|
|
See deklaratsioon on koostatud vastavalt IVD mAidmse 1V lisale, ROHS direktifvi V] lisale ja masinadirelctiivi 1 lisale ning see on valja antud tootjs vashituscl. 1
!
i

Mi, niZe polpisani, ovim petem izjavijujemo da su gom navedeoni rz vitro cﬁjngawtiéki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU) i
2017/746 Exropskog parlamenta i Vijeda od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima; i dedatne primjenjivim odredbama Direldive |
2011/65/EU Evropskog parlamenta i Vijeca od 8. lipnja 2011. o ograniéenju uporabe odredenih opasaib tvari u elekiritnoj i elekironitkoj opremi, 1¢ primjenjivim
odredbama Disekdive 2006/42/EZ Europskog parlamenta i Vijeta od 17, svibnja 2006. o sircjevima zamienjujuéi Direktiva 95/16/EZ kako je pretotienc v zakone |
drZava Hanics. [
Crva je izjava ssstavijena u skladu s Prilogom IV. Uredbe VD, Prilogom V1. Direltive ROHS i Prilogom II Direktive o strojevima i izdaje sc pod iskljusivom
odgovorpoiéy proizvodats.

Alulinotiak czennel kijelentjiik, hogy a fent leirl in vitro orvostechnikai eszkdz{bk) megfelel(nek) az Eurdpai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzoked! sz616 (EL} 2017/746 (2017, dprilis 5.) rendelete vonatkozd rendelkezéseit; tovabba sz Evrdpai Parlament & 2 Tanics egyes v

anyagok elekdremos és elektronikus berendezésckben val6 alkelmazisinak korlitozdsirdl s20lé 2011/65/EU (2011, jinius 8.) irdnyelve (RoHS irdnyclv) |
vonatkozo rendelkezéseil, valamint az Enrdpai Parlament és a Tandcs » gépekrdi és a 95/16/EK irfnyelv médosithsirs] szdlé 2006/42/EK (2006, majus 17.) '
irdnyclve vonatkozd rendelkezéseit atagillamok jogrendjébe dthltetéd rendelkezéseknek. A jelen nyilatkozat megfelel az [VD rendclot TV. mellékletében, a RoHS
irényelv V1. mellékletében és a gépeksrdl 52810 iranyelv 1l mellékletében foglal efirisoknak_ és a4 gyario kizrdlagos felelssége alapjdn keralt kiadasra. ]




| and of the Council of 17 May 2086 en machinery, and amending Directive 95/16/EC as transposed inta the laws of ihe member sintes,
| This declaration iy made in accordance with Anmex IV of the [V Regulwtion, Annex V1 of the ROHS Directive, and Annex 11 of the Machinery
| Directive and is issned under the sole responsibility of the manufacturer,

! 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 Euvopean Parfinment and of the Council of 5 April 2617 on In Vitro Diagnostic Medical Devices; and additionally

| conforms applicable provisions of Directive 201165/EU of the Europesm Farfiament and of the Council of 8 June 2011 on the restriction of the me of

| certain haznrdous substances in eleetricnl and clectrogic equipment, and to applicablie provisions of Directive 2006/42/ECT of the European Parlissrent

LT

| Noi, i sottoscritti, con Ia presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) i wiro sepra descritlo(i) &(sono) conforme(i) alle disposizioni

| applicabili del regolaments (UE) 2017/746 del Parlamento europeo ¢ del Consiglio del § aprile 2017 relativo ai dispositivi medico-disgnostici in vitro; &(sono) |
inoltre conforme(i) alle disposizioni applicabili defta direitiva 2011/65/UE del Parlamento curopeo e del Consiglio dell'8 giupno 2011 sulla restrizione dell*uso di

| determinate sostanze pericolose nelle apparecchiature efetiriche ed elettroniche. e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento LUropes
| e del Consiglio del 17 maggio 2006 relativa alle macchine ¢ che modifica la direttiva 95/16/CE come recepite nelle legistazioni degli Stati membri. Guesta [
| dichiarazione & redatia in conformith all'aTlegato IV del regolamentio IVD, all'allegato V1 della diretfiva ROHS e all'alegato I della disettiva meacchine ed & !
_ | rilasciata sotto [a responsabilita esclusiva del fabbricante. . e |
LV | M&s, apakils parakstijudies, ar $o pazigojans, ka jeprieks aprakstitd{-s) in viire diagnostikas medicTniski(-s) ierfce(-es) atbilsi Eiropas Pastamenta un P '

| Regnlas (E8) 2017/746 (2017. gada 5. sprilis) piemérojamajam prasibam par f7 vitro diagoostikas medicTniskam iericém un papildus prastbiem, kas noteikiac |
|

|

| Eiropas Parlamenta an Padomes Dircktiva 2011/65/ES (2011. gada &. jinijs) par da%u bistamu vichs izmantodanas jerobeZofau eleltriskis un elekioniskds

iekartic un Eiropas Partaments un Padomes Direktivi 2006:32EX (2006, gada 17. maijs) par masinim, un ar kury groza Direkttvu 95/ 16/EK, ki 13 ieviesta

dalfbvalstu viesibu alaos.

31 deklarieija ir sagatavota saskags ar IVD regulas IV pielikum, ROHS direktivas VI pielikumu un Direktivas par matnim [T pictikumu un par izdo¥any athild
vienlgivoldjs. _ S ]
i Mes, tolian pasira¥insieji (~iusiosios), parciskiame, kad anksfian minéta (-os) in vilre diagnostikos medicinos priemoné (s} atitinka 2007 m, baland¥io 5 d. ‘

Europos Parlamento ir Tarybos reglamento (E8) 20177746 dél in vitro diagnostikos medicinos priemoniy taikylinas nuostatas; taip pat ji (jo=) atitinka 2011 m.
| birZelio 8 d. Europos Parlamento ir Tarybos dircktyvos 201 H65/ES dét iam tikny pavojingy med2iagy nandojimo elekiros ir elektroninéje jrangoje apribojimo
| taikomas muostatas ir 2006 m. geguids 17 4. Europos Parlamento ir Tarybos direktyves 2006/42/EB dél madiny, 5§ dalies keidiantios Dircktyva 95/16/EB, |
taikomas nuostates, petkelias j valstybiy naniy teisés akius. ‘
| 81 deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direkiyvos It priedu ir yra éSduodama tik gamirdojo
| atsakomybe. 00000000

NO

| Vi, undentegnede, erklmrer herved o wstyret til i vitro-dingnostikk som er anfart ovenfor, er i samsvar med gjeldende bestemmeelser i Euvropapariaments- og
ridsforordning (EU) 201 7/746 av 5. april 2017 om medisinsk utstyr il i vitro-Giagnostikk, og ytierligere overholder gjeldends bestemmelser i
Europapariaments- og vidsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farige stoffer i elektrisk op elektronisk utstyr, op 1it gieldende |
| bestemmelser i Europapariaments- og ridsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 93/16/EF som innarbeidet i mediemsstatencs |
| lovgivaing. i
| Denne erklmringen er utarbeidet i overenssiemmelse med vedlegg [V i IVD-Torordningen, vedlagg VI { ROHS-direkfivet og vediege 1l i maskindirektivet oger |
| utstedt under produsentens eneansvar. B

PL

i My, nitej podpisani, niniejszym oswiadczamy, 2& wymieniony(-e) powyzej wyrdb(wyroby) medyczny{-e} do disgnostyki in vitro speinial-ja) odpowiednie
wymagania Rozporzedzenia (UE)2017/746 Parlamentu Europejskiego i Rady 2 dnia 3 kwictnia 2017 r. w sprawie wyrobow medycznych do diagnestyki in vitro,

| aponadto wymagsnia Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 cZerwea 2011 r. w sprawie ograniczenia stosowania niektérych

| nigbezpiecanych substancii w sprageic elektrycanym i ehekironicznym, Dyreltywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 20061, w

| sprawie maszyn, zmieniajqcej Dyrektywy 95/16/WE, w spostb, w jaki zostaly one wdrozone do ustawodawstwa pafistw czlonkowskich.

| Miniejsza dekiaracja zostala sporzadzona zgodnie z Zalyeznikiom IV Rozporzadzenia IVDR, Zalacznikiems VI Dyrektywy ROHS oraz Zalgcznikiem H

| Dyreknywy Maszynowe] i wydana na wylgezng odpowiedziainosé producenta.

| Nas, abaivo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima esifo em conformidade cont a8 disposigdes aplicdveis do |
Regulamento (UE) 2017/746 do farfamento Europeu e do Conselho, de 5 de abril de 2017, relative aos dispositivos médicos para diagnéstico in vitro; ¢ i
adicionalmente, em conformidade com as disposigdes apliciveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativaia |
resirigho do uso de deierminadas substincias perigosas em equipamentos elétricos ¢ eletrdnicos, e com as disposicBes aplicveis da Diretiva 2006/42/CE do |
Parlamento Europen e do Conselhe, de 17 de maio de 2006, sobre miquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros, |
Esta declaragio & feita de acordo com ¢ Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS ¢ o Anexo I da Diretiva relativa s Miquinas e é emitida |

| sob a exclusiva responsabilidade do fabricante. )

RO

|' Subsemnafii, declarim cd dispozitivul (dispozitivele) medical(e) pentra disgnostic in vitro descrise mai sus suni conforme cu dispozijille aplicabile din |
| Regulmmentul (UE) 2017/746 a Parlamentului European §i ab Congiliului din 5 aprilie 2017 privind Dispozitivele medicale penteu disgnosticul in vitro; i, in

plus, respecta dispozitiite aplicabile din D¥irectiva 2011/65/UE 2 Parlameniului European §i a Consilivlei din 8 funie 2011 privind restrictia utiliz i anumitor !
substanie periculoase in echipamnentele electrice §i slectronice 3i cu dispozitiile aplicabiles din Direcliva 2006/42/CE a Parlamentului Evropean gi a Consiliului din |
17 mai 2006 privind utilajele 5i modificarea Dircctivei 93/16/CE, transpusi in legile statelor membre, |
| Prezenta declarajie este emisd in conformitate cu anexa IV la Regulamentel VD, sanexa VI {s Ditectiva ROHS gi anexa I1 s Directiva wtilajelor i este emisé sub |
I responsabilitatea exclusivi a producitorului.

SK

| My, dolupodpisani, tymio vyhlasujeme, %e diagnosticki{-¢) zdravotnicka(-c) pomboka(-y) in vitro uvedens(-¢) vySSie jo (s0) v zhode ¢ prishuinymi ustanoveniami |
Nariadenia Europského patlamenta a Rady (EU) 2017746 2 5. aprila 2017 o diagnostickych zdravotaickych poméckach in vitro; 2 2e je (sit) falej v zhode '
s pristudnymi ustanoveniami Smemice Eurépského paramentu o Rady 2011/65/EU 2 8. jima 2011 o obmedzent pouivania ursitych nebezpednych litok

v eleldrickych a ¢lekdronickych zariadeniach a s prishudnyemi ugtanoveniami Smemice Buropského pafament a Rady 2006/42/ES 2o 17. maja 2006 o strojovich |
zartadeniach 2 o zmene a dopineni Smornice 95/16/E5 tak, ako boli transponované do zikonov &lenskych Stitov. Toio vyhlisenit je v silade s Prilohou IV I
k Nariadenin IVD, Prlohou ¥k Smemici ROHS a Prilohou [1 k Smemici o strojovych zariadeniach a vydava sa na vwhradni zodpovednost’ vyrobeu. _ |

8V

Vi, undertecknade, forsikrar hirmed ait dea cller de medicintekniska produkter f8r in wiro-diagnostik som beskrivs ovan Sverensstimmer med de till amplign |
bestimmeiserna i Europapariamentets och ridets fororduing (EU) 20177746 av den $ spril 2017 om medicimekniska produkter far in vitro-diagnostik samt fven

| dverensstimmer med de tiliimpliga bestimmelserna i Evropapariamentets och ridets direktiv 201 1/65/EL av den § juni 2011 om begriinsning av arivindning av
vissa farliga dmnen i efektrisk och elekironisk utrustning samt med de tillimpliga bestimmeisenza i Enropaparamentets och rhdets direlitiv 2006/42/EG av den 17
maj 2606 om maskiner och om Andring av direldiv 95/16/EG (omarbetning) som infdrlivats i medlemssiaternss Jagstifining.

Denna ficsikran gbrs i enlighet med bilaga IV till IVD-forerdningen, bilaga VI 6]l ROHS-direktivet sami bilaga T till meskindirektivel och uthirdas under

Biz, spagtsda imzalan bulanan, yukanda belintilen in vitro disgmostik tibbi cihazlarn, 2017/746 ssysh Avrupa Parlamentosu {AR) Yonctmeligi ile 5 Nisan 2017
tarihti ln Vitro Diagnostik Tabbi Cihazlar Konxeyinin lgili hidcunlerine uygun oldugunu ve aynca elekrikli ve elektronik cihazlarda belirki tehlikeli maddelerin
kdlamminmn smifdandmimasina iligkin § Hazirn 2071 tanihli Konseyin ve 2011/65/EU sayils Avrupa Parlamentosu Dirckgifinin ilgiti hkbmlerine, makinelere |
iligkin 17 Mayis 2006 tarihli Kongeyin ve 2006/42/EC sayll Avrupa Parlamentosa Direkaifinin ilgili bkomlerine ve ye deviet yasalarna akfanlan 95/16/EC |
sayih ek Direktife uygun oldufunuy beyan ederiz. [
Bu beyan IVD Yénetmeligi Ek [V, RONS Dircktifi Ek V1 ve Makineler Direkiifi Ek 1 uyarnca yapilnugtur ve treticinin miinhasir soramiulugn alunda [
yayinlanmusgtr,

|
| - -
| tillverkarens enskilda ansvar, |

L

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




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

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

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

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

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

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

WTPOTENDLCTIKY TPOToVInY) WIPOTELPVOLONIRGHY APHIVTLY) Ao Koteoxzvaoti

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

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

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

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

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

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

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

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

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

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

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

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

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




Atthorized Representative (Name and Address)

Authorized Representative SRN

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

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

| (Isim ve Adres)

|




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

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

CS Postup posuzovani shody Priloha 11 a 111 Celyndzev

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

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

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

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

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

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

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

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

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

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

HR Funkcija Potpisano za i u ite Datum izdavanja

HU Beosztis Aldird a kdvetkezB képviseletdhen éaneviben | Kiadas dal .

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

LV Amats Parakstits $idas personas virda Izdo§ datums B

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

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

RO Functia Semnat pentru si in numele | Data eliberdirii

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

™= Gorevi Namuna ve temsilen imza Ditzenlenme Tarihi




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




EN

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

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

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

Ccs

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

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

DA

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

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

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

DE

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

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

EL

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

TOV KOULGKEVEOTT].

ES

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

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

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

ET

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

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

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

|

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

odgovomodéu proizvodaéa.

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

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




|

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

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

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

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

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

LY

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

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

LT

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

| atsakomybe.

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

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

NO

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

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

PrL

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

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

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

sob a exclusiva responsabilidade do fabricante.

RO

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

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

SK

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

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

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

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

sV

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

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

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

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




End of form
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Abbott

EU Declaration of Conformity

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

BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

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

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

EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

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

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

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

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

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

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

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

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

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

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

BG Kiac ciopes pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha IpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli urujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvou Kwdkog IMpoidvtog kot Kodikdg Tuokevaciog TIpoidv kou Epmopikny Ovopacio

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny nzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott

EU Declaration of Conformity

EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpousBoxuTen (MMe U aapec) EPH Ha npoussoaurens
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kwdwkog EMDN Kataokevaothg (Ovopa kot Atevbovvon) SRN (Movaduog Appog Mntpmov)
(Ovopatoroyia (Ovopatoroyia Koartaokevaom
L0TPOTEYVOLOYIKMDV L0TPOTEYVOLOYIKDV
TPOIOVTMV) TPOIOVTMV)
ES | Cddigo GMDN Cédigo EMDN Fabricante (nombre y direccién) 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 unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kdd EMDN-kdd Gyart6 (név és cim) Gyart6 egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklattiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyroboéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kéd GMDN Koéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobecu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
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Abbott

EU Declaration of Conformity

EN | Authorized Representative (Name Authorized Representative SRN Produced by (Site of Manufacture) Conformity Assessment Procedure
and Address) (Name and Address)
BG VYobnaomomeH npencrasuten (uvme 1 | EPH Ha ynbpanomonieHus ITpousBeneHo oT (MsCTO Ha IIpouenypa 3a orieHka Ha
azipec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (nézev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaletonr omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTItpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (havn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott

EU Declaration of Conformity

EN | Annex Il and Il Full Name

BG | Ilpunoxenue Il u Il [IbJIHO HAMMEHOBAHKE

CS Ptiloha II a III Cely nazev

DA | Bilag Il og Ill Fulde navn

DE | Anhang Il und Il Vollstdndiger Name

EL Hapdpmuo IT xou 11 TIApng ovopacio

ES Anexos 1y Il Nombre completo

ET 11 ja 11l lisa Taisnimi

FR Annexes Il et 111 Nom complet

HR | Prilog Il i lll. Puni naziv

HU [ 1l és 111. melléklet Teljes név

IT Allegati Il e Il Nome completo

LV 11 un 111 pielikums Pilns nosaukums

LT 1L ir 111 priedai Vardas ir pavardé

NO | Vedlegg Il og IlI Fullt navn

PL Zatgcznik 11 oraz 111 Imig i nazwisko

PT Anexo Il e lll Nome completo

RO | AnexallsiIII Numele complet

SK Priloha Il a lll Cely nazov

SV Bilaga Il och 111 Fullstdndigt namn

TR Ek Il ve lll Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetar yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott

EU Declaration of Conformity

EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jara Ha oj100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeiéia ParasSas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacdo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahréadza Podpis Déatum schvélenia
sV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Témog ékdoong e 1oy and (Huepounvio M ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)

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

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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Abbott

EU Declaration of Conformity

EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIOTO JCKJIapUpaMe, Y€ rOpeOHCaHOTO(UTE) MEUIIMHCKO (1) U3/eine(s) 3a HHBUTPO JUAarHOCTHKA OTroBapsi(T) Ha
npuiIokuMuTe pasnopendu Ha Pernmament (EC) 2017/746 na EBponeiickus napaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIIMs 38
MHBUTPO JUarHocTUka. Ta3u pexapanus e HanpaBeHa B cboTBeTcTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#HOTO n3jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

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

DA

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

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypaepovteg, SNAOVOLLE LE TO TAPOV OTL TU TPOUVAPEPOLEVE SIOYVOOTIKE LLTPOTEXVOAOYIKA TTPOTOVTO GUUHOPPAOVOVTUL LE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovliov g 5™ Ampikiov 2017 oyetikd pe to in vitro Stoyvootikd
TpoTEYVOAOYIKA TpoiovTa. H diwon avtn yiverar ovppova pe to [apdpmpa 1V tov Kavovicpod 1VD kot ekdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico 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 exclusiva responsabilidad del
fabricante.

ET

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

FR

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

HR

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

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokr6l szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MeEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemé&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. St deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

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

SV

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

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yo6netmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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aAbbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
08K28 LC IRIS V4

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers GMDN Code

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

Authorized European
Representative
(Name and Address)

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

Storage site of technical
documentation
(Name and Address)

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

Fujirebio Diagnostics, Inc.
Seguin, TX 78155, USA

Harmonized Standards

Listed in the Technical Documentation

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

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

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

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

Date of Approval:

STy /2005

Date Issued:

S [AB/I01S

Place Issued:

Supersedes: August 9, 2012

Effective (Date or

p
Sig“a“““-‘w'\nﬁz\

uceny Mucossian

Regulatory Affairs Manager

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

& wsh

S/AR /D01

Lot Number): —




a ABBOTT

Declaration of Conformity

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

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

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

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

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

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




aAbbott

Certificate Identification:

Declaration of Conformity
7K76

Legal Manufacturer’s Name:

Abbott Ireland Diagnostics Division

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

Authorized European Representative
(Name and Address)

N/A

Storage of site technical
documentation (Name and Address)

Department: Regulatory Affairs

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

Harmonized Standards

Listed in the Technical Documentation

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

the member states.

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

the manufacturer.

Signature: m 9 o’ Signature:

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

Site Quality Head

Date of

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

Lot Number):

~

Lorraine Whitney
Senior Manager Regulatory Affairs/

t% e 2009

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

24-Ape- 19




Declaration of Conformity

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

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

Devices

3P36-20 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-25 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-30 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-35 58348 ARCHITECT AFP Reagent Kit Self-Declared
3P36-01 54062 ARCHITECT AFP Calibrators Self-Declared
3P36-10 54063 ARCHITECT AFP Controls Self-Declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) Department: Regulatory Affairs.
Harmonized Standards Listed in the Technical Documentation

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

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

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

=

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

Date Issued: ns Toa (3

Place Issued: AIDD Sligo

Supersedes: 25 Sep 14

Effective (Date or
Lot Number): ns Joa [+




Declaration of Conformity

Certificate Identification: 07K75
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufactarer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7K75-20 54187 ARCHITECT FSH Reagent Kit Self-declared
TK75-25
7K75-30
7K75-35
7K75-01 38255 ARCHITECT FSH Calibrators Self-declared
TK75-10 38254 ARCHITECT FSH Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Appott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC and transposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the member
states.

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

Signature: A‘W Q\,%L/ Signature: /Orﬂo,& le\fht.vj

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

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

Lot Number):



a ABBOTT

Declaration of Conformity

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

02P40

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Representative (name and address)

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

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC and iransposed Irish
Regulation S.I. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the

member states.

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

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

Lot Number):




Certificate ldentification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
02K46 LC

IRIS V3

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Nombers GMDN Code Names and Description of Devices Classification ]
and Size Code
of Devices 2
2K46-20 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared
2K46-25 58728 ARCHITECT Anti-Tg Reagent Kit Self-declared ‘
2K46-01 55199 ARCHITECT Anti-Tg Calibrators Self-declared y
2K46-10 55200 ARCHITECT Anti-Tg Centrols Self-declared
Authorized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company LLC
(Name and Address) a part of Thermo Fisher Scientific Inc.
8365 Valley Pike, Middletown, VA 22645-1905

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE marking,
cenform 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 11 of the IVD Directive and is issued under the sole responsibility of the

manufacturer.

Signature:

Ful! Name:
Position:

Date of Approval:

Date [ssued:

Supersedes;

PNl
S— (7
Daniel Giynn

Manager, Global PQA
T=1l=2.072.1

(/
_g/za’ zo/Y

Signature:

Full Name:
Position:

Date of Approval:
Place Issued:

Effective (Date or
Lot Number):

T e e ————
[ G o,
( ~ =
S L\.\\_\____ =0 ——
Jacek Gorzowski

Associate Director Regulatory Affairs
L Mty 202/

¢
Abbott Léb/oratories Diagnostics Division
Abbott Park, IL 60064 U.S.A.

[ i 20es
&




)

Abbott

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

Declaration of Conformity
02K47LC IRIS V4

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
2K47-20 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-25 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-27 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-01 55210 ARCHITECT Anti-TPO Calibrators Self-declared
2K47-10 55211 ARCHITECT Anti-TPO Controls Self-declared
Authotized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company LLC
{Name and Address) a part of Thermo Fisher Scientific Inc.
8365 Valley Pike, Middletown, VA 22645-1905

Harmonized Standards Listed in the Technical Documentation

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

manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Signature: @f—\

¥
Elizabeth Wernquist Full Name: Jacek Gorzowski
Director QA, LC Site Position: Associate Director Regulatory Affairs
2? T ZOZ \ Date of Approval: 2 4/, s FOT/
4 ’%&ffﬂég/ zZol/ Place Issued:  Abbott Laboratories Diagnostics Division
Abbott Park, IL 60064 U.S.A.
//c/(//q 70/ 7 Effective (Date or g_/f/m/(/y}éz‘/ Z07.¢

Lot Number):




a ABBOTT

Declaration of Conformity

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

List Numbers GMDN Code Names and Description of Devices Classification

and Size Code

of Devices

7K61-25 60779 ARCHITECT B12 Reagent Kit Self-declared
7TK61-35
7K61-01 41337 ARCHITECT B12 Calibrators Self-declared
7K61-10 41338 ARCHITECT B12 Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | Apboyt Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmounized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC and transposed Irish
Regulation S.1. No 304 of 2001 and to the EC Directive 98/79/EC as it is transposed into the laws of the
member states.

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

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

Full Name:

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

Lot Number):



Abbott

EU Declaration of Conformity

Basic UDI-DI: 038074ARK0244MH

Basic UDI-DI Name: ARCHITECT CA 15-3

Risk Class: Class C

List Number

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

{Name and Address)

Autharized Representative SRN N/A

Produced by (Site of manufacture)

(Name and Address) USA

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

Notified Body

TUV SUD Product Service GmbH

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

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System

Annex IX Chapters [ and III,

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

EU Certificate No.
No. V12 0100510137

Common Specifications (CS) N/A

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

sole responsibility of the manufacturer,

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

Ob 7&0« -?029’
U



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

velikost soupravy

DA Risikoklasse Bestillingsnummer og stewrelseskode Produki- og varem®rkenavn
DE Risikoklasse Bestellnummer und GriBencode Produkt- und Handelsname
EL K.otyopia kivdovoy Kadixiog Mpoidvrog xm Koducdg Luokevagiag TNpoidy xou Epmop) Ovopagie
ES | Clase de riesgo Nimero de referencia y codigo de tamaiio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote- ja kaubanimi
FR Classe de risque Reéférence Nom de produit et de marque
HR | Klasa rizika KataloZki broj i oznaka pakimanfa Naziv proizvoda i zastieni naziv
HU_ | Kockézati oszidly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di rischio Numero di listino e codice formato Prodotto ¢ nome commerciale
LY Riska klase Kataloga numurs un iepakojuma kods Produkta un tirdzniecibas nosaukums
LT | Rizikos klasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimas
NO | Risikoklasse Bestillingsnumnmer og storrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy MNazwa produktu i nazwa handlowa
PT | Classe de risco Nimero de lista ¢ codigo de apresentagao Produto ¢ nome comercial
RO | Clasi de nisc Numar de lists 3i cod dimensiune Denumirea produsului si denumirea comerciala
SK__| Rizikova trieda Katalogové &islo Nazov produktu a obchodny ndzov
SV [ Riskklass Listnummer och storlekskod Produkt och firmanamn
TR _| Risk Simfi Liste Numaras: ve Uriin Kodu Uriin ve Ticari [smi

Page 2 of 7




EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN
BG | Kox GMDN Koz EMDN [Tpon3BoanTen (HMe 1 agpec) EPH wa npoussogurens
CS§ | Kéd GMDN Kéd EMDN Virobce (nazev a adresa) Jediné registralni Eislo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant {navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kewdwdg GMDN Kwodicog EMDN Katgeoxevootic (Ovopa xat SRN (Movadwdg Appog Mntpaov)
{Ovopatohoyia {Ovopatoioyia Alsvduvam} Koraoxeueotd
TPOTEYVOAOYIKGY WTPOTEXVOLOIKOV
TPOIOVTOV) MPOIoVTEv)
ES | Cédigo GMDN Codigo EMDN Fabricante {nombre y direccion) SEN (nimero de registro tinico} del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabnicant (nom et adresse) Numéro d'enregistrement unique du fabricant
HR | GMDN kod_ EMDN kod Proizvodaf (naziv i adresa} SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kid EMDN-kéd Gyarnt (név és cim) Gyano egyedi regiszirdcios szima (SRN)
IT | Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN {numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotdja vienotais registricijas numurs {VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas {pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy nomenklatiros | priemoniy nomenklatiiros
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Producent {(nazwa i adres) Niepowtarzalny numer rejesiracyjny producenta
Nomenkfatury Wyrobéw
Medyeznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome ¢ Morada) Nimero inico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producator
SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné islo (SRN) viTobeu
SV | GMDN-ked EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) {Name and Address}
BG | YoeaumomolieH npencTasures {HuMe 0 EPH Ha YMBLAHOMOIICHNA NPEACTABHTEN Mpon3seneHo oT (MACTO HA MPOH3IBOACTRO) (HME W aapec)
anpec)
CS | Zplnomocnény zdstupee (nizev a adresa) Jediné registragni &islo zplnomocnéného Vyrobeno (misto vyroby)
Zastupce {nazev a adresa)
DA | Aworiseret reprsentant (navn og adresse) | Autoriseret reprasentants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmichtigier (Name und Adresse} SRN des Bevollmiichtigten Hergestellt von {Herstellungsstandort)
{Name und Adresse)
EL | Efousiodompévos Avempéamnog (Ovopn | SRN EEovciofompévon AvitRpocdnon Kareoxevdlera and (Epyooramo napoyonis)
ke Agdfoven) {(Ovopagia ko Agiduven)
ES Representante awtorizado (nombre y SRN (namero de regisiro dnico) det Producido por {Lugar de fabricacién) (Nembre y direccién)
direccion) representante autorizado
ET | Volitatud esindaja (nimi ja aadress) Yolitatud esindaja unikaalne Tootnud (tootmiskoht) (nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom et adresse) Numéro d'enregistrement unique du Produit par (site de fabrication}
mandataire {nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa)} SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovlaienog zastupnika {Maziv i adresa)
HU | Meghaalmazott képviseld (név és cim} Meghatalmazott képviselé egyedi Gyand (gyartas helye)
regisziricids szama (SRN} {név és cim}
IT Mandataric (nome e indirizzo) SRN (numero di registrazione unico) del Prodotio da (sito di fabbricazione)
mandatario (nome ¢ indirizzo}
LV | Pilnvarotais pdrstavis (nosaukums un Pilnvarot} parsidvja vienotais registricijas | RaZots {raZofanas vieta)
adrese) numurs (VRN) (nosaukums un adrese)
LT | lgaliotasis atstovas (pavadinimas ir |galiotojo atsiovo unikalusis registracijos Pagaminta {gamybos vieta) (pavadinimas ir adresas}
adresas) numeris
NOQ | Autorisen representant (navn og adresse) Den awtoriserte representantens SRN Produsert av (produksjonssted)
(navn op adresse)
PL | Upowasniony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkeji)
adres} upowaznionego przedstawiciela nazwa i adres)
PT | Mandatirio (Nome e Morada) Numero inico de registe do mandatario Produzido por (Local de fabrico)
{Nome e Morada)
RO | Reprezentant autorizal (nume §i adres3) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresd)
SK | Autorizovany zdstupca (ndzov a adresa) Jediné registraéné &islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupcu {nazov a adresa}
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SEN'si Uretici (Uretim Tesisi)

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

Conformity Assessment Procedure

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

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

BG EC Ceprudukar Ne Q6w cneuspukaunu (OC) MLaKO HAaHMEHORAHHE

CS Cislo centifikatu EU Spoledné specifikace Cely ndzev

DA | EU-cenifikatnummer Falles specifikationer Fulde navn

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

EL Apfuoc mstoromrikon EE Kowée mpodurypagpég (KIT) TMApne ovopadie

ES | Numem certificade UE Especificaciones comunes Nombre completo

ET EL-i sertifikaadi or _Uhtsed kifjeldused Taisnimi

FR N° certificat UE Spécifications communes Norm complet

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

HU EU-tanusitvany szama Egységes elfirasok Teljes név

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

LV ES sertifikata Nr. Kopigas specifikicijas Pilns nosaukums

LT ES senifikatas Nr. Bendrosios specifikacijos Vardas it pavardé

NQ | EU-senifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikata UE Wspdlne specyfikacje Imi¢ i nazwisko

PT | Cenificado UE N* Especificagbes comuns Nome completo

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

SK Certifikat EU &. Spoloéné Specifikicie Cely nazov

SV Nummer p& EU-intyg Gemensamma specifikationer Fullstindigt namn

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

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

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

CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE | Funktion Unterzeichnet fiir und im Aufirag von Datum

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

ES | Funcion Firmada por. y en nombre de Fecha

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

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

HR | Funkcija Potpisano za i uime Datuim izdavanja

HU | Beosztas Aldird a kovetkezd képvisclewében és Kiadis datuma
nevében

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

LY | Amats Parakstits $5das personas varda Izdoanas datums

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

NO | Funksjon Signen for, og pA vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu _Data wydania

PT | Fungdo Assinado ¢ em nome de_ Data de emissao

RO | Functia Semnat pentru §i in numele Data eliberarii

SK | Funkeia Podpisané za a v mene Détum vydania

SV Funktion Undertecknat for och pA wppdrag av Datum f5r utfirdande

TR Girevi Nanna ve temsilen imza Duizenlenme Tarihi

EN | Supersedes Signature Date of Approval

BG | 3amecTea TMonnue Aara wa ogo6p

CS Mahrazuje Podpis Datum schvileni

DA | Erstatier Undersknilt Godkendelsesdato

DE | Ersetzt Unterschnift Datum der Genehmigung

EL | Avoxebgrd YRoypogn Huepounvia éykpiong

ES | Sustituye Firma Fecha de aprobacién

ET | Asendab Allkiri Heakskiitmise kuupaev

FR__| Annule et remplace Signature Date de I'autorisation

HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kévetkez6 dokumentumot: | Aldiris Jévahagyas dituma

T Sostituisce Firma _ Data di approvazione

LV | Aizstdj Paraksts Apstiprindfanas datums

LT Pakeidia Paradas Patvirtinimo data

NO | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT | Substitui Assinatura Data de aprovacdo

RO | Inlocuitor Semnéturd_ Data aprobirii

SK | Mahridza Podpis Ditum schvilenia

sV Ersiitter Namnteckning Datum for godkinnande

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

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

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

DA | Udstedelsessted Ikrafuredelse (dato eller lotnummer)

DE | On Giiltig ab (Datum oder Chargenbezeichnung)

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

ES Expedida en Efectiva (fecha o nimero de lote}

ET Viljaandmise koht Joustumine {kuupiev v3i partitnumber)

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

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

HU | Kiadis helye Hatilybalépés (datum vagy tételszim})

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

LV lzdoganas vieta Speka no (datums vai partijas numucs)

LT | Isdavimo vieta Isigalioja (data arba partijos numeris)

NGO | Utstedelsessted Gielder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuie od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numarul lotului}

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

sV Plats fir utfirdande Verkstilligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiirirlik (Tarih veya Lot Numarasi)

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

LT

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

NO

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

PL

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

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

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

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

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

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

End of document
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Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ARK0245MK

Basic UDI-DI Name: ARCHITECT CA 125 11

Risk Class: Class C

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

Notified Body Number 0123

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

onformity Assessment Procedure including an assessment of the technical

documentation for devices concerned on

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

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

sole responsibility of the manufacturer.

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

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

Susanne Ulrich

Assoc. Director Reguylatory Affairs

/{ﬂ@nlacf

/
/

Jiz

/)7—-[/55/”'/

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

65205 Wiesbaden, Germany

A5 Mo 202




EN EU Declaration of Conformity Basic UDI-DE Basic UD-D1 Name

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

DA Risikoklasse Bestillingsnuimmer og sterrelseskode Produkt- og varemerkenavn

DE Risikoklasse Bestellnimmner und Grifiencode Produkt- und Handelsname

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

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

ET Rigkiklass Katalooginumber ja suurusekood Toote- ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NGO | Risikoklasse Bestillingsnuymmer og storrzlseskode Produkt- og handelsnavn

PL Klasa ryzyka Mumert katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikovi trieda Katalogoveé gisla WNazov produldu a obchodny nizov

sy Riskklags Listnummer och storlekskod Produkt och firmanamn

TR Risk Simfi Liste Numaras: ve Uriin Kodu Uriin ve Ticari [smi

Page 2 of 7




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

{isim ve Adres)
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EN

Notified Body {Name and Identification Number)

Conformity Assessment Procedure

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

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

BG | EC Cepridmkar M OBy cnsunpuranmy (OCY TBHO HAMMEHOBAHHE

CS | Cislo certifikatu EU Spoletné specifikace Cely nazev

DA | EU-certifikatnummer Falles specifikationer Fulde navn

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

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

ES Niamero certificado UE Especificaciones comunes Nombre completo

ET | EL-i sertifikaadi nr Ultsed kirjeldused Téisnimi

FR N° cenificat UE Specifications communes Nom complet

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

HU | EU-tanisitviny szima Egységes eléirisok Teljes név

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

LY ES sertifikata Nr. Kopigas specifikicijas Pilns nosaunkums

LT ES sentifikatas Ne, Bendrosios specifikacijos Vardas ir pavardé

NO | EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certytikatu UE Wspdlne specyfikacie {mie i nazwisko

PT Certificado UE N® Especificagies comuns Nome completo

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

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

sV Numnmer pi EU-intyg Gemensamma specifikationer Fullstindigt namn

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

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

BG JINBIKHOCT TTOANHCAHO 23 1 OT BMETO Ha JlaTa Ha u3napane

Ccs Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

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

ES Funcion Firmada por, ¥ en nombre de Fecha

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

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

HR__i Funkcija Potpisano za i u ime Datum izdavanja

HU | Beosztas Alaird a kovetkezd képviseletében és Kiadis dituma
ngveben

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

LV Amats Parakstits $8das personas vard3 Izdoganas datums

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

NO | Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funciio Assinado e em nome de Data de emissio

RO | Funciia Semnat pentru si in numele Data eliberirii

SK Funkgia Podpisané za a v mene Détum vydania

sV Funktion Undertecknat for och pi uppdrag av Datumn for utfirdande

TR Girevi Narnina ve temsilen imza Diizenlenme Tarihi

EN_ | Supersedes _Signature Date of Approval

BG JamecTra [oanne Jlata Ha caodpeHHe

CS | Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato

DE | Ersetzt Unterschrifi Datum der Genehmigung

EL | Avorkabwri Yaoypuoi Hpepopnvia éykpans

ES Sustituye Firima Fecha de aprobacion

ET Asendab Alikin Heakskiitmise kuupéev

FR | Annule et remplace Signature Date de I'autorisation

HR. | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezd dokumentumot: | Aldiras Jovahagyis datuma

iT Sastituisce Firma Data di approvazione

LY | Aizstij Paraksts Apstipring§anas datums

LT Pakeidia Paragas Patvirtinimo data

NG | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovacgéo

RO | Inlocuitor Semngturg Data aprobirii

SK Naliradza Podpis Détumn schivalenia

SV Erséitter Namnteckning Datum for podkinnande

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

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

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

DA | Udstedelsessted lrafttreedelse (dato eller Jothummer)

DE | On Giiltig ab (Patum oder Chargenbezeichnung)

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

ES Expedida en Efectiva (fecha o ndmero de lote}

ET Viitjaandmise koht Jdustuming (kuupéiev v5i partiinumber)

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

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

HU | Kiadés helye Hatalybalépés {danam vagy tételszdm)

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

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

LT lidavime vieta Jsigalioja {data arba partijos numetis)

NO | Utstedelsessted Gielder fia {dato eiler lotnymmer)

PL Miejsce wydania Obowigzuje od (data Iub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numirul lotului)

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

SV Plats f6¢ utfardande Verkstalligt (datumn eller lotnummer)

TR Dizenlendigi Yer Yarirlok (Tarih veya Lot Numarasi)

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

SK

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

SY

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

TR

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

End of document
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CI Abbott
L3 L]
Declaration of Conformity

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

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

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

{ .
Signature: ( : fodg Signature: wo @il ALK

Full Name: Claudia Becker Full Name: fSusanne Ulrich

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

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

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




Declaration of Conformity

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

of Devices
7K68-22 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-27 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-32 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-35 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-02 38174 ARCHITECT CEA Calibrators Self-declared
TK68-12 38173 ARCHITECT CEA Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site .of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) Department: Regulatory Affairs.
Harmonized Standards Listed in the Technical Documentation

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

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

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

=

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

Date Issued: o5 Joa (2

Place Issued: AIDD Sligo

Supersedes: 25 Sep 2014

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




Abbott IVDD Declaration of Conformity Attribute Update Letter

1

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

Authorized European N/A

Representative

(Name and Address)

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

(Name and Address)

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

98/79/EC.

Declaration of Conformity
Identification

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

Description of updated Update to GMDN Code.

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

Conformity

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

Article 110(3) of the IVDR).

Full Name: David Spellman

Function: Director Quality Assurance/Site Quality Head

Signature: /’f;i/'{/é"'_“

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

Full Name: Rosemary McEntire

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

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

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




a ABBOTT

Declaration of Conformity

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

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

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

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

bearing the CE marking, conform

with the applicable provisions of the EC Directive 98/79/EC of the

European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they
are transposed into the laws of the member states.
This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

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

Ful Sines Siobhan Wright Full Name: Lorraine Whitney

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

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

Approval: Approval:

Place Issued Abbott Ireland Diagnostics Division,

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

Lisnamuck, Longford, Co. Longford, Ireland.

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




| Abbott

L

Declaration of Conformity

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

DoC-8K41-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Storage site of technical
documentation (name and address)

1-1, Nihonbashi-Muromachi 2-chome

Chuo-ku, Tokyo 103-8338, Japan

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

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

Denka Co., Ltd.

Head Office

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

"
Signature: ( : h(f lee L Signature:

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

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

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

/P[(, VT € ’wé;L!’.’-—

'éusanne Ulrich

Assoc. Director Regulatory Affairs

17 ) /%y |2

';-'f’&.r-‘.’""r'

65205 Wiesbaden, Germany

12-Oct-2021

AE - ST v- 2822

-2
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TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number
Multichem IA Plus Assayed/tri-level 05P76-10
GMDN: 47869
Classification: Annex Il List B
Conformity Route: Annex IV
Quality Management System: EN ISO 13485:2016
QMS/CE Certification No.: V11038520001
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 26 May 2024
Notified Body Number: 0123

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

| am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from_3| (Day) Gi (Month) 2¢  (Year)

Signed for and on behalf of Techno-path Manufacturing Ltd.,

¥ M Ballina, Co.Tipperary 3( -0/~
Bernd Has"s, Place and Date of Issue
VP of Quality and Regulatory Affairs
Techno-path Manufacturing Ltd.

DCo07 Rev12 Issue Date: 31 Jan 2020



TECHNOPATH

CLINICAL DIAGNOSTICS

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER IVDD 98/79/EC

Standard

Title

EN 1SO15223-1:2016

Symbols to be used with medical device labels, labelling
and information to be supplied.

EN 1SO13485:2016

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN 13612:2002 + AC:2002

Performance evaluation of in vitro diagnostic medical
devices

EN 13641:2002

Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003

Sampling procedures used for acceptance testing of in in
vitro diagnostic medical devices — statistical aspects

EN ISO 14971:2012

Medical devices — Application of risk management to
medical devices

EN ISO 18113-1:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 1: Terms, definitions
and general requirements

EN ISO 18113-2:2011

In vitro diagnostic medical devices — Information supplied
by the manufacturer (labelling) — Part 2: In vitro diagnostic
reagents for professional use

EN 23640:2015

In vitro diagnostic medical devices - Evaluation of stability
of in vitro diagnostic reagents

SOR/98-282, May 7, 1998

Canada Medical Device Regulations

DCO07
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) Abbott

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

Declaration of Conformity

DoC-7K70-AIDD Sligo
Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

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

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

Authorized European

Representative (name and address) NA

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

TUV SUD Product Service GmbH

Notified Body number 0123

Approval Certificate No. V10019220008

Storage site of technical
documentation (name and address)

Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland
Department: Regulatory Affairs

Harmonized Standards

Listed in the Technical Documentation

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

laws of the member states.

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

of the manufacturer.

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

Director Quality Assurance/Site

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

S N

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

25 Nov 2019

Date of Approval:

Place Issued: AIDD Sligo
Effective (Date or
Lot Number): 25 n c ¢ Cj
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*y‘( *** Benannt durch/Designated b
g Y  Zentralstelle der Lénder
fir Gesundheitsschutz

# gg&"é ‘* bei Arzneimitteln und
w Medizinprodukten

*s&*ﬁﬁ ZLG-BS-245,10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 010051 0103 Rev. 13

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Product Category(ies): Products for determination of infection markers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device families in accordance with VDD Annex |V, This
quality assurance system conforms to the requirements of this Directive and is subject to periodical
surveillance. For marketing of List A devices an additional Annex [V (4) certificate is mandatory. All
applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:\V1 010051
0103 Rev. 13

Report no.: 713237273-04_SCN
Valid from: 2022-05-10

Valid until: 2025-05-26

Date, 2022-05-10

2o

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 10
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g ﬁ";“r Benannt durch/Designated b
'ﬁr -k
Zentralstelle der Lander
-g fir Gesundheitsschutz
@ bel Arzneirmitteln und
Medizinprodukten
%ﬁ*ﬁ"k ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de Z

Product Service

No. V1 010051 0103 Rev. 13

Model(s): Products for the determination of
infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The products detailed below are covered under the scope of this certificate:

Annex Il List A Products
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Product Name REF N°
ABBOTT PRISM HIV O Plus Assay Kit 3D34-48
ABBOTT PRISM HBsAg Assay Kit 3A47-48
ABBOTT PRISM HCV Assay Kit B6A52-48
ABBOTT PRISM HTLV-I/HTLV-II Assay Kit B6A53-48
ABBOTT PRISM Positive Run Control Kit 5E22-11
ABBOTT PRISM Run Control Kit 5E22-10
ABBOTT PRISM HBcore Assay Kit 1A77-48
ABBOTT PRISM HBsAg Confirmatory Assay Kit 6D16-48
ABBOTT PRISM HIV Ag/Ab Combo Assay Kit 7G46-48
M ABBOTT PRISM Run Control Kit 2K24-10
ﬁ:aé ABBOTT PRISM Positive Run Control Kit 2K24-11
R4 ARCHITECT Anti-HCV Reagent Kit 6C37-22
AL ARCHITECT Anti-HCV Reagent Kit 6C37-27
‘ ARCHITECT Anti-HCV Reagent Kit B6C37-32
ARCHITECT Anti-HCV Reagent Kit 6C37-37
LLl ARCHITECT Anti-HCV Calibrator 6C37-01
ARCHITECT Anti-HCV Controls 6C37-10
=L ARCHITECT Anti-HCV Reagent Kit 6C37-28
E ARCHITECT Anti-HCV Reagent Kit 6C37-33
[ ARCHITECT Anti-HCV Reagent Kit 6C37-38
I: ARCHITECT Anti-HCV Calibrator 6C37-02
e ARCHITECT Anti-HCV Controls 6C37-15
L ARCHITECT Anti-HBc IgM Reagent Kit 6C33-22
(] ARCHITECT Anti-HBc IgM Reagent Kit 6C33-27
ARCHITECT Anti-HBc IgM Calibrators 6C33-02
2 ARCHITECT Anti-HBc IgM Controls 6C33-11
e ARCHITECT Anti-HBe Reagent Kit 6C34-20
<T ARCHITECT Anti-HBe Reagent Kit 6C34-25
N ARCHITECT Anti-HBe Reagent Kit 6C34-35
— ARCHITECT Anti-HBe Calibrator 6C34-01
- ARCHITECT Anti-HBe Controls 6C34-10
s
o Page 2 of 10
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EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

Product Service

No. V1 010051 0103 Rev. 13

Annex Il List A Products
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Product Name REF N°
ARCHITECT HBeAg Reagent Kit 6C32-20
ARCHITECT HBeAg Reagent Kit 6C32-25
ARCHITECT HBeAg Reagent Kit 6C32-27
ARCHITECT HBeAg Reagent Kit 6C32-37
ARCHITECT HBeAg Calibrators 6C32-01
ARCHITECT HBeAg Quantitative Calibrators 7P24-01
ARCHITECT HBeAg Controls 6C32-10
ARCHITECT HBeAg Quantitative Controls 7P24-10
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-22
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-27
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-32
ARCHITECT HIV Ag/Ab Combo Reagent Kit 4J27-37
ARCHITECT HIV Ag/Ab Combo Calibrator 4J27-03
ARCHITECT HIV Ag/Ab Combo Controls 4J27-12
ARCHITECT rHTLV I/ll Reagent Kit 6L61-25
ARCHITECT rHTLV Ill Reagent Kit 6L61-30
ARCHITECT rHTLV I/ll Reagent Kit 6L61-35
ARCHITECT rHTLV I/ll Calibrator 6L61-01

ﬁ,’auz:! ARCHITECT rHTLV I/l Controls 6L61-10

oy ARCHITECT Anti-HBc Il Reagent Kit 8L44-25

gL ARCHITECT Anti-HBc Il Reagent Kit 8L44-30

53“»& ARCHITECT Anti-HBc Il Reagent Kit 8L44-35
ARCHITECT Anti-HBc Il Calibrator 8L44-01

‘ ARCHITECT Anti-HBc Il Controls 8L44-10

L ARCHITECT HCV Ag Controls 6L47-11

= ARCHITECT HCV Ag Controls 6L47-19

=L ARCHITECT HCV Ag Calibrators 6L47-02

() ARCHITECT HCV Ag Calibrators 6L47-09

™ ARCHITECT HCV Ag Reagent Kit 6L47-29

—_— ARCHITECT HCV Ag Reagent Kit 6L47-74
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w Annex Il List A Products
— Product Name REF N°
kL.
o Alinity i Anti-HBe Reagent Kit 07P6322
ac Alinity i Anti-HBe Reagent Kit 07P6332
LLi Alinity i Anti-HBe Calibrator 07P6301
o Alinity i Anti-HBe Controls 07P6310
‘ Alinity i HIV Ag/Ab Combo Reagent Kit 08PQ722
Alinity i HIV Ag/Ab Combo Reagent Kit 08P0732
Alinity i HIV Ag/Ab Combo Calibrator 08P0701
< Alinity i HIV Ag/Ab Combo Controls 08P0710
o Alinity i Anti-HCV Reagent Kit 08P0622
s Alinity i Anti-HCV Reagent Kit 08P0632
(=3 Alinity i Anti-HCV Calibrator 08P0601
= Alinity i Anti-HCV Controls 08P0610
== Alinity i Anti-HCV Reagent Kit 08P0623
a. Alinity i Anti-HCV Reagent Kit 08P0633
LLd Alinity i Anti-HCV Calibrator 08P0602
(%) Alinity i Anti-HCV Controls 08P0611
¢ Alinity i Anti-HBc IgM Reagent Kit 07P8622
Alinity i Anti-HBc IgM Calibrators 07P8601
Mm Alinity i Anti-HBc IgM Controls 07P8610
oy Alinity i Anti-HBc Il Reagent Kit 07P8722
Al Alinity i Anti-HBc |l Reagent Kit 07P8732
o Alinity i Anti-HBc Il Calibrator 07P8701
K Ig Alinity i Anti-HBc Il Controls 07P8710
Alinity i HCV Ag Reagent Kit 09P2322
& Alinity i HCV Ag Controls 09P2310
e Alinity i HCV Ag Calibrators 09P2301
—
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() Annex Il List A Products
— Product Name REF N°
i
fm Alinity i rtHTLV-I/Il Reagent Kit 07P6122
[~ = Alinity i rtHTLV-I/ll Reagent Kit 07P6132
Lil Alinity i rtHTLV-I/Il Calibrator 07P6101
Q Alinity i tHTLV-I/Il Controls 07P6110
’ Alinity i HBeAg Reagent Kit 07P6422
Alinity i HBeAg Reagent Kit 07P6432
e Alinity i HBeAg Calibrators 07P6401
< Alinity i HBeAg Controls 07P6410
== Alinity i HBeAg Quantitative Calibrators 09P1001
= Alinity i HBeAg Quantitative Controls 09P1010
o Alinity s Anti-HBc Reagent Kit 06P0655
= Allinity s Anti-HBc Calibrator Kit 06P0602
= Alinity s Anti-HBc Assay Control Kit 06P0610
a. Alinity s Anti-HBc Release Control Kit 06P0612
Ll Alinity s HIV Ag/Ab Combo Reagent Kit 06P0155
=~ Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0102
P Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0110
Alinity s HIV Ag/Ab Combo Release Control Kit 06P0112
wm Alinity s HIV Ag/Ab Combo Reagent Kit 06P0160
oy Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0103
Gl]1=s Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0120
?ﬁﬂé Alinity s HIV Ag/Ab Combo Release Control Kit 06P0124
S
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Annex Il List A Products
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Product Name REF N°
Alinity s Anti-HCV Reagent Kit 06P0455
Alinity s Anti-HCV Calibrator Kit 06P0402
Alinity s Anti-HCV Assay Control Kit 06P0410
Alinity s Anti-HCV Release Control Kit 06P0412
Alinity s Anti-HCV Reagent Kit 06P0477
Alinity s Anti-HCV Calibrator Kit 06P0409
Alinity s Anti-HCV Assay Control Kit 06P0419
Alinity s Anti-HCV Release Control Kit 06P0418
Alinity s Anti-HCV Reagent Kit 06P0460
Alinity s Anti-HCV Calibrator Kit 06P0403
Alinity s Anti-HCV Assay Control Kit 06P0420
Alinity s Anti-HCV Release Control Kit 06P0424
Alinity s Anti-HCV Il Reagent Kit 04W5655
Alinity s Anti-HCV |l Reagent Kit 04W5656
Alinity s Anti-HCV Il Calibrator Kit 04W5602
Alinity s Anti-HCV Il Assay Control Kit 04W5610
Alinity s Anti-HCV |l Release Control Kit 04W5612
Alinity s HTLV I/ll Reagent Kit 06P0755
Alinity s HTLV I/l Calibrator Kit 06P0702

S Alinity s HTLV I/ll Assay Control Kit 06P0710

Al Alinity s HTLV I/ll Release Control Kit 06P0712

R Alinity s HIV Ag/Ab Combo Reagent Kit 06P0177

-ug Alinity s HIV Ag/Ab Combo Calibrator Kit 06P0109
Alinity s HIV Ag/Ab Combo Assay Control Kit 06P0119

@ Alinity s HIV Ag/Ab Combo Release Control Kit 06P0118
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() Annex Il List A Products for ARCHITECT Plattform
e Product Name REF N°
¥
e Anti-HCV Reagent Kit 6C37-74
== Anti-HCV Reagent Kit 6C37-77
Lid Anti-HCV Reagent Kit 6C37-78
o Anti-HCV Calibrator 6C37-09
’ Anti-HCV Controls 6C37-19
Anti-HBc IgM Reagent Kit 6C33-74
| Anti-HBc IgM Reagent Kit 6C33-75
=T Anti-HBc IgM Calibrators 6C33-09
== Anti-HBc IgM Controls 6C33-19
= Anti-HBe Reagent Kit 6C34-74
= Anti-HBe Reagent Kit 6C34-77
= Anti-HBe Calibrator 6C34-09
fs Anti-HBe Controls 6C34-19
a. HBeAg Reagent Kit 6C32-74
LiY HBeAg Reagent Kit 6C32-77
(=) HBeAg Calibrators 6C32-09
7S HBeAg Quantitative Calibrators 7P24-09
HBeAg Controls 6C32-19
%ﬂ] HBeAg Quantitative Controls 7P24-19
oy HIV Ag/Ab Combo Reagent Kit 4J27-74
Al HIV Ag/Ab Combo Reagent Kit 4J27-77
] HIV Ag/Ab Combo Reagent Kit 4J27-78
Fﬁg HIV Ag/Ab Combo Reagent Kit 4J27-84
HIV Ag/Ab Combo Reagent Kit 4J27-87
E 3 HIV Ag/Ab Combo Reagent Kit 4J27-89
HIV Ag/Ab Combo Calibrator 4J27-09
L HIV Ag/Ab Combo Controls 442719
: HIV Ag/Ab Combo Controls 4J27-17
) Anti-HBc Il Reagent Kit 8L44-74
— Anti-HBc Il Reagent Kit 8L44-77
— Anti-HBc Il Reagent Kit 8L44-78
= Anti-HBc Il Calibrator 8L44-09
[='e Anti-HBc |l Controls 8L44-19
Lii
(]
2
-
<
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— Product Name »
7T REF N
= Anti-HBe Reagent Kit 07P6374
(o' Anti-HBe Reagent Kit 07P6377
LL Anti-HBe Calibrator 07P6309
o Anti-HBe Controls 07P6319
’ HIV Ag/Ab Combo Reagent Kit 08P0O774
HIV Ag/Ab Combo Reagent Kit 08PO777
| HIV Ag/Ab Combo Reagent Kit 08P0784
<T HIV Ag/Ab Combo Reagent Kit 08P0787
;_f HIV Ag/Ab Combo Calibrator 08P0709
HIV Ag/Ab Combo Controls 08P0O719
& HIV Ag/Ab Combo Controls 08P0717
= Anti-HCV Reagent Kit 08P0674
o Anti-HCV Reagent Kit 08P0O677
(= 18 Anti-HCV Calibrator 08P0609
L Anti-HCV Controls 08P0619
= Anti-HBc Il Reagent Kit 07P8774
‘ Anti-HBc |l Reagent Kit 07P8777
Anti-HBc Il Calibrator 07P8709
_Hmm Anti-HBc Il Controls 07P8719
o Anti-HBc IgM Reagent Kit 07P8674
fill]=s Anti-HBc IgM Calibrators 07P8609
0] Anti-HBc IgM Controls 07P8619
Fﬂalg HBeAg Reagent Kit 07P6474
HBeAg Reagent Kit 07P6477
% HBeAg Calibrators 07P6409
HBeAg Controls 07P6419
& HBeAg Quantitative Calibrators 09P1009
e HBeAg Quantitative Controls 09P1019
G
(5 5
-
(=
LLI
(]
#
ez
<L
=
L
[ -
o Page 8 of 10
LLl TUV SUD Product Service GmbH is Notified Body with identification no. 0123
N

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




**%* ¢ Benannt durch/Designated by

Zentralstelle der Lander

.. TN 4 fir Gesundheitsschutz
H === bal bel Arzneimitteln und
Medizinprodukten

w *ﬁﬁ' ZLG-BS-245.10.07

EC Certificate

Full Quality Assurance System
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV excluding (4, 6)
(List A and B and devices for self-testing)

www.zlg.de

Product Service

No. V1 010051 0103 Rev. 13

Annex Il List B Products

¢ CEPTUOUKAT & CERTIFICADO & CERTIFICAT

Product Name REF N°
ARCHITECT Toxo IgG Reagent Kit 6C19-25
ARCHITECT Toxo IgG Reagent Kit 6C19-35
ARCHITECT Toxo IgG Calibrators 6C19-01
ARCHITECT Toxo IgG Controls 6C19-10
ARCHITECT Toxo IgG Avidity Reagent Kit 6L37-25
ARCHITECT Toxo IgG Avidity Calibrator & Controls 6L37-11
ARCHITECT Toxo IgM Reagent Kit 6C20-25
ARCHITECT Toxo IgM Reagent Kit 6C20-35
ARCHITECT Toxo IgM Calibrator 6C20-01
ARCHITECT Toxo IgM Controls 6C20-10
Alinity i Toxo 19gG Reagent Kit 07P4522
Alinity i Toxo IgG Reagent Kit 07P4532
Alinity i Toxo IgG Calibrators 07P4501
Alinity i Toxo IgG Controls 07P4510
Alinity i Toxo IgM Reagent Kit 07P4722
Alinity i Toxo IgM Reagent Kit 07P4732
Alinity i Toxo IgM Calibrator 07P4701
Alinity i Toxo IgM Controls 07P4710
,ﬁHm Alinity i Toxo IgG Avidity Reagent Kit 07P4622
Xod Alinity i Toxo IgG Avidity Controls 07P4610
Al
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Annex |l List B Products for ARCHITECT Plattform

Product Name REF N°

Toxo IgG Calibrators 6C19-09
Toxo IgG Controls 6C19-19
Toxo IgG Reagent Kit 6C19-74
Toxo IgG Reagent Kit 6C19-77
Toxo IgM Calibrators 6C20-09
Toxo IgM Controls 6C20-19
Toxo IgM Reagent Kit 6C20-74
Toxo IgM Reagent Kit 6C20-77
Toxo IgG Avidity Reagent Kit 6L37-74

Annex |l List B Products for Alinity i Plattform
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Product Name REF N°
Toxo IgG Calibrators 07P4509
Toxo IgG Controls 07P4519
Toxo IgG Reagent Kit 07P4574
Toxo IgG Reagent Kit 07P4577
{Hﬂm Toxo IgM Calibrators 07P4709
G| Toxo IgM Controls 07P4719
ﬁil(lill:.! Toxo IgM Reagent Kit Q7P4774
f Toxo IgM Reagent Kit 07P4777
NI Toxo IgG Avidity Reagent Kit 07P4674
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ZERTIFIKAT & CERTIFICATE ¢

Confirmation Statement on validity of EC Certificate (IVDD)

pursuant to Directive 98/79/EC concerning in vitro diagnostic medical devices

No. VCQ 010051 0149 Rev. 00

Manufacturer: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

This Confirmation Statement V1 010051 0103 Rev. 13
is only valid in combination

with the following

EC Certificate (IVDD):

This Confirmation Statement confirms the valid ity of the aforementioned EC Certificate (IVDD).

It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2022 or later.

The conditions laid down in Article 110 (3) of Regulation (EU) 2017/746 on in vitro diagnostic
medical devices for placing devices on the market and putting into service apply. For details and
confirmation statement validity see: www.tuvsud.com/ps-cert?q=cert:-VCQ 010051 0149 Rev. 00

Report No.: 713283413-03
Valid until: 2025-05-26
[ l Q':'rl-“rllj:(\
Marta Carnielli
Issue Date: 2023-07-11 Head of Notified Body IVD
Page 10of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV SUD Product Service GmbH -« Certification Body « Ridlerstrae 65 « 80339 Munich « Germany

Froduct Service
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ZERTIFIKAT & CERTIFICATE ¢

Confirmation Statement on validity of EC Certificate (IVDD)

pursuant to Directive 98/79/EC concerning in vitro diagnostic medical devices

No. VCQ 010051 0149 Rev. 00

Product Category(ies): Products for the determination of

Description of
Change:

Page 2 of 2

infection markers for HIV, Hepatitis B,
Hepatitis C, HTLV, toxoplasmosis

Removal of Products according to
Annex Il List A Devices:

Product Name

Abbott PRISM HBcore Assay Kit

Abbott PRISM Run Control Kit

Abbott PRISM Run Control Kit

Abbott PRISM HBsAg Assay Kit

Abbott PRISM HIV O Plus Assay Kit
Abbott PRISM HTLV-I/HTLV-Il Assay Kit
Abbott PRISM HCV Assay Kit

Abbott PRISM HBsAg Confirmatory Assay Kit
Abbott PRISM HIV Ag/Ab Combo Assay Kit
Abbott PRISM Positive Run Control Kit
Abbott PRISM Positive Run Control Kit

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

TUOV SUD Product Service GmbH - Certification Body - Ridlerstrafte 65 = 80339 Munich « Germany

Product Service

REF N°

1A77-48
2K24-10
5E22-10
3A47-48
3D34-48
6A53-48
6A52-48
6D16-48
7G46-48
2K24-11
5E22-11
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Abbott
Declaration of Conformity
Certificate Identification: 08D15SLC IRIS V7.0
Legal Manufacturer’s Name: Abbott Laboratories
Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, I1. 60064 USA
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
8D15-25 54125 ARCHITECT Cortisol Reagent Kit Self-declared
8D15-35 54125 ARCHITECT Cortisol Reagent Kit Self-declared
8D15-02 54126 ARCHITECT Cortisol Calibrators Self-declared
Authorized European Abbott GmbH
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage Site of Technical Fisher Diagnostics
Documentation a division of Fisher Scientific Company LLC
(Name and Address) a part of Thermo Fisher Scientific Inc.
8365 Valley Pike, Middletown, VA 22645-1905

Harmonized Standards Listed in the Technical Documentation

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

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

manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

Signature:

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

J

Lot Number):

Jacek Gorzowski

Associate Director Regulatory Affairs
8 Novesrbesr 20Z/

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

& Moyt wber ZOZ¢




) Abbott

Declaration of Conformity

Certificate Identification: DOC-8K27-SD-DLK-TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
8K27-21 54139 ARCHITECT DHEA-S Reagent Kit (4x100 Tests) Self-declared
8K27-27 54139 ARCHITECT DHEA-S Reagent Kit (1x100 Tests) Self-declared
8K27-11 54141 ARCHITECT DHEA-S Controls Seli-declared
8K27-02 54140 ARCHITECT DHEA-S Calibrators Self-declared
Authorized European N/A
Representative (name and address)
Storage of technical documentation | BIOKIT, S.A_, Av. Can Montcau 7, 08186 Lliga d’ Amunt, Barcelona-
(name and address) Spain
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 I1I of the IVD Directive and is issued under the sole
responsibility of the manufacturer. p

/

. e Ff,/'*\ J //r )
Signature: [ IY’[/C,, Signature: Wadanne VLU r_(*

F

Full Name: Claudia Becker Full Name: Susanne Ulrich
Position: Director Quality Assurance Position: Assoc. Director Regulatory
_ . Affairs
Date of Approval: 3' {‘TQ‘—( _(rb‘{;) / Date of Approval: {?( / / ?’( > L} Y
\) = _i'l -_,ﬁ."/ T
Date Issued: s { [ [\ AV ,__,{
M

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 20-March-2019
Effective (Date or Y | | u[ a | o A
Lot Number): ; P

{ -
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Declaration of Conformity

Certificate Identification: TK63

Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division

Legal Manufacturer’sA ddress:

Lisnamuck, Longford, Co. Longford, Ireland

List Numbers GMDN Code

Names and Description of Dev Classification
and Size Code ple s
of Devices
7K63-27 54417 ARCHITECT Free T; Reagent Kit Self-declared
7K63-32
7K63-37
7K63-02 38261 ARCHITECT Free T; Calibrators Self-declared
7K63-12 54418 ARCHITECT Free T; Controls | Seif-declared
Authorized European N/A
Representative
(Name and Address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford,
(Name and Address) Ireland
Harmonized Standards Listed in the Technical Documentation

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

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

responsibility of the manufacturer.
Signature: ﬁw %?;Jfk/ Signature: /(mwa.‘x (/’Lt/'\-tj
Full Name: Siobhan Wright Full Name: Lorraine Whitney
Position: Director Quality Assurance/ Position: Senior Manager
Dlll‘:;f Ol- HAY- 1o WO Date of Approval: O Ay 2020
O - MAY-10L ‘ 08 Divisson,
Date [ssued: - ik, Lovglird O on

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

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

Lot Number):



a Abbott
Declaration of Conformity

Certificate Identification: 7K 65-22/-24/-27/-29/-32/-34/-35/-39, TK65-02, TK65-10
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division

Legal Manufacturer’s Address: Lisnamuck, Longford
Co. Longford
Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
7K65-22 54413 ARCHITECT Free T4 Reagent Kit Self-declared
TK65-24
TK63-27
7K63-29
TK65-32
TK65-34
TK65-35
7TK65-39
TK65-02 38259 ARCHITECT Free T4 Calibrators Self-declared
TK65-10 38258 ARCHITECT Free T4 Controls Self-declared
Authorized European Representative | N/A
(Name and Address)
Storage of site technical | Appott Yreland Diagnosiics Division, Lisnamuck, Longford, Co. Longford, Ireland.
documentation (Name and Address)
Harmonized Standards | Listed in the Technical Documentation

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

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

Signature: ,().; Yow \A gw Signatre: _ p.p, San0eA CaLLAGHEL SG‘M
Full Name:  Sjobhan Wright Full Name: Lorraine Whitney
Position: Director Quality Assurance/ Position:  Senior Manager Regulatory Affairs
" Site Quality Head
Date of 19 L -1 4 Date of Approval: 25 - KPR - 20i%
Approval:
1R W -( 4 Abbott Ireland Diagnostics Division,
Date Issued: Place Issued: [ jsnamuck, Longford, Co. Longford,
Ireland
Supersedes: 26-July-2017 Eficcuse (Dateror U -AVAL-L G

Lot Number):



Memo

Te Whom it may concern
I will be out of office Tues 23rd to Fri 26% April 19.

My signature during this time is delegated to Noel Haren and Sandra Galtagher.

fownog Cleilen 19 002 20
Lorraine Whitney /
Senior Manager Regulatory Affairs

Site Operations Ireland

FPage Tof 1

Abbott

A Promise for Life



Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ARC0629KH

Basic UDI-DI Name: ARCHITECT HAVAb-IgG

Risk Class: Class B

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

6(C29-22 ARCHITECT HAVAb-Ig(G Reagent Kit 48279 WOL05020103
6(29-27 ARCHITECT HAV Ab-IgG Reagent Kit 48279 W0105020103
6C29-01 ARCHITECT HAVAb-IgG Calibrator 41957 W0105080902
6C29-10 ARCHITECT HAVAb-IgG Controls 41958 5 W0105080802
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)

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 010051 0137

Quality Management System

Annex IX Chapters I and 111,

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: Claudia Becker Full Name: Susanne Ulrich
Function: Director Quality Assurance Function: Asgociate BDirector Régulalory Affairs
» i
Signature: ( . /K’C /&& Signature: 7/‘;A{J Gt IZ@OZ‘-
Date of ;
Approval: A ?’ ()c,l -2 08‘-! Date of Approval: /f {r / Oc/ / ?5' ey

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

Date Issued: ﬂ ? OC{' .? 0-? ({

Place Issued: 65205 Wiesbaden, Germany

Effective (Date
or Lot Number):

A2t 0y

Supersedes:  20-Jan-2023




EN | EU Declaration of Condormity Basic UDI-DI1 Basic UDI-DI Name
BG EC IEKNAPALIMA 3A CHOTBETCTBHE Bazoe UDI-DI Hanmenorauue Ha Gazoe UDI-DI
CS__| EU PROHLASENI O SHODE Zékladni UDI-DI Nizev zikladniho UDI-DY
DA EU-OVERENSSTEMMELSESERKLAERING Grundleggende UDI-DI Grundlzggende UDI-Dl-navn
DE | EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHADQIH ZYMMOPOOTHE EE Bamrd UDI-DI Ovopocin facwot UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-D! Basico Nombre UDI-DI Bisico
ET ELt vastavusdeklaratsioon PShi-UDI-DI Pohi-UDI-DI nimi
FR__| Déclaration de conformité UE IUD-ID de base Nom IUD-1D de base
HR EU IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU EU-MEGFELELOSEGL NYILATKOZAT Alapveté LIDI-DI Alapvetd UDI-DI neve
T Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LY ES atbilstibas deklaricija Pamata UDI-DI Pamata UDI-DI nosaukums
LT ES ATITIKTIES DEXLARACIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NOQ | EU-samsvarserklzrning Grunnleggende UDI-DI Grunnleggende LiDI-Dl-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DIL Nazwa kodu Basic UDI-DI
PT DECLARACAC UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Bésico
RO | Declaratia de Conformitate UE UDI-DI de bazi Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nizov zikladného UDI-DI
sV EU-FORSAKRAN OM Grundliggande UDI-DI Namn pd grundidggande UDI-DI
OVERENSSTAMMELSE
TR _{ AB Uypunluk Beyam Temel UDI-DI Temel UDI-DI Ismi
EN _} Risk Class List Number and Size Code Product and Trade Name
BG | Knac cnopen pucka KaranoxeH HOMEP W €0 Ha paMepa Hme Ha MpoOyKTa H TBPTOBCKO
HAHMEHOBAHWE
Cs Rizikova trida Katalogové &islo a koncové dvojdishi Nazev produktu a obchodni nazev
uréujici velikost soupravy
DA | Risikoklasse Bestillingsnummer og storrelseskode Produki- og varemarkenavn
DE | Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname
EL Kamyopia kwdivov Kudwdg Mpotdvrog kan Kedikog MNpoiov ko Epmopiai Ovopasia
TUTKEVRGIRG
ES | Clase de riesgo Nimero de referencia y cédigo de Producto y marca comercial
tarnaito
ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi
FR__| Classe de risque Référence Nom de produit et de marque
HR | Klasa rizika Kataloski broj i oznaka pakiranja Naziv proizvoda i zafti¢eni naziv
HU | Kockazati osztaly Listaszim és készletkiszerelés-kod Termék- &s kereskedelmi név
IT Classe di tischio Numero di listino ¢ codice formato Prodotto € nome commerciale
LV | Riskaklase Kataloga numurs un izméra kods Produkta nosaukums un tirdzniecibas
nosaukums
LT | Rizikosklasé Katalogo numeris ir dydzio kodas Gaminio ir prekybinis pavadinimai
NO ! Risikoklasse Bestillingsnummer og stamelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produkm i nazwa handlowa
PT | Classe de risco MNiamero de lista ¢ codigo de Produto € nome comercial
resemtagio
RO | Clasi derisc Numir de lisid si cod dimensiune Denumirea produsului si denumirea
comerciald
SK__| Rizikova trieda Katalégové islo Nézov produkiv a obchodny nazov
SV __| Riskklass Listnumumer och storlekskod Produkt och firmanamn
TR | Risk Sumfi Liste Numarasi ve Boyut Kodu _ Uriin ve Ticari [smi

Page 2 of 7



EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kon GMDN Kon EMPEN lpouzsonmTen (MMe W aopec) EPH Ha npouseonmTens
CS | Kéd GMDN Kéd EMDN Vyrobce (nazev a adresa) Jediné registracni Cislo vyroboe
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse} Hersteller-SRN
EL | Kwdwog GMDN Kwdikdg EMDN Katooxevaarhg (Ovopa kay SRN (Movadwée Aplipde Muntpoov)
{Ovopartoioyin {(Ovopatoioyic Algvbuven) Korookevaoti
KITPOTEXVOROTIKOV WTPOTEYVOLOTINGY
npOiGvVTEv) POTOVIWV)
ES | Cédigo GMDN Cédigo EMDN Fabricante (nombre y direccién) SRN (nimero de registro dnico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tootja unikaaine registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numéro d'enregistrement unique du
fabricant
HR. | GMDN kod EMDN kod Proizvodaé (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca
HU | GMDN-kéd EMDN-kod Gyand (név és cim) Gyand egyedi regisztriciés szama
(SRN)
IT Codice GMDN Codice EMDN Fabbricante {nome ¢ indirizzo) SRN (numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods RaZotdjs (nosaukums un adrese) RaZotdja vienolais registracijas numurs
{(VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo uwnikalusis registracijos
priemoniy nomenklaniros priemoniy nomenklatiiros numeris
kodas kodas
NO | GMDN-kode EMDN-kode Produsent (nayn og adresse) Produsentens SRN
PL. | Kod GMDN Kod Europejskiej Producent {nazwa i adres}) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT | Cédigo GMDN Codigo EMDN Fabricante (Nome ¢ Morada) Nilmero tinico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor
SK | Kod GMDN Kod EMDN Vyrobca (Ndzov a adresa) Jediné registrainé islo (SRN) virobeu
SV | GMDN-kod EMDN-kod Tillverkare {namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN'si
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Address) (Name and Address)
BG | ¥Ymuauomowes npencTaBrTen (WMe n EPH Ha yITBAHOMOLWISHYA OPEACTABHTER Tpou3seneHo 0T (MACTO Ha
anpec}) NPOH3IBEOACTBO) (HME W aapec)
CS | Zplnomocnény zdstupce (ndzev a adresa) Jediné ragistraéni &islo zplnomocnéného Vyrobeno (misto vyroby)
zastupce nazev a adresa)
DA | Autoriseret repreesentant (navn og adresse) | Autoriseret representants SRN Produceret af (fremstillingssted)
{navn og adresse)
DE | Bevollmachtigter (Name und Adresse) SRN des Bevollmiachtigten Hergestellt von (Herstellungsstandort)
{Mame und Adresse)
EL | Egovswdompévog Avtnpoowros (Ovopa | SRN EZoumodotnuévor AvTimpocdnow Ketaokevilera and (Epyootacio
®o1 AedBovom) ROPEYYIG)
{Qvouadic kon Awvbovan)
ES Representante aviorizado (nombre y SRN (namero de registro tnico) del Producido por (Lugar de fabricacion)
direccidn) representante autorizado {Nombre y direccidn)
ET | Volitalud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tooinud (tootmiskoht) {nimi ja aadress)
registreerimisnumber
FR | Mandataire (nom ¢t adresse) Numéro d'enregistrement unique du Produit par (site de fabrication)
mandataire (nom et adresse)
HR | Ovla3teni 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 Gyand (gyanas helye)
regisziracios szama (SRN) {név és cim)
T Mandatario (nome e indirizzo) SEN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {(nome e indirizzo)
LV | Pilnvarotais parstivis (nosaukums un Pilnvarotd parsiivja vienotais registricijas | RaZots (raZoSanas vieta)
adrese) numurs {VRN} {nosaukums un adrese}
LT | [galiotasis atstovas {pavadinimas ir |gatiotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas
adresas) numeris ir adresas)
NO | Autorisert represemiant (navn og adresse} Den autoriserte representantens SRN Produsent av {produksjonssted)
{navn og adresse)
PL | Upowainiony przedstawiciel (nazwa i Niepowtarzalny numer rejestracyjny Wyprodukowano przez (migjsce
adres) upowainionego przedstawiciela produkcji)
{nazwa i adres)
PT | Mandatirio (Nome ¢ Morada) Nimero tinico de registo do mandatirio Produzido por (Local de fabrico)
{Nome ¢ Morada)
RO | Reprezentant autorizat (nume si adresd) SRN reprezentant autorizat Produs de citre (locatie productie) (nume
si adresd)
SK | Autorizovany zéstupca (ndzov a adresa) Jediné registracné &islo (SRN) Vyrobené (miesto vytoby)
autorizovaného zdstupcu nazov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och
adress} adress)
TR | Yetkili Temsilci (isim ve Adres) Yetkili Temsilei SRN'si Uretici (Uretim Tesisi)

{Isim ve Adres)

Page 3of 7



EN | Notified Body (Name and Identification Conformity Assessment Procedure
Number)
BG | Hortudnumpan opran (HMe W HOeHTUdHKALMOHEH Mpoucaypa 3a OUEHKA HA CHOTBETCTBHETO
HOMEP)
CS Oznameny subjekt (ndzev a identifikaéni Eislo} Postup posuzovani shody
DA | Bemyndiget organ (navn og Overensstemmelsesvurdenngsprocedure
identifikationsnummer)
DE__ | Benannie Stelle (Name und Identifikationsnummer) | Konformititsbewertungsverfahren
EL Kowomompsvog Opyeviapds (Ovopa ke Aptbuds Modwosio ofi0Adymong CUuOPPOCTS
TEUTONCINGTE)
ES Organismo Notificado (nombre y nimero de Procedimiento de evaluacion de la conformidad
identificacién
ET | Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus
FR__| Organisme notifié (nom et numéro didentification) | Procédure d"évaluation de la conformité
HR__| Prjavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU | Bejelentett szervezet {név és azonositd szam} Megfeleléségértékelési eljards
IT Organismo notificato {nome e numero di Procedura di valutazione della conformita
identificazione)
LY | Pilnvaroti iestide (nosaukums un identifikdcijas Atbilstibas novenéianas procedira
numurs)
LT | Notifikuotoji jstaiga (pavadinimas ir identifikacinis | Atitikties verinimo procedira
numeris)
NQ | Meldt organ (navn og identifikasjonsnummer) Framgangsmite for samsvarsvurdering
PL | Jednostka notyfikowana (nazwa i numer Procedura oceny zgodnodcei
identyfikacyjny)
PT Organismo Notificado (Nome ¢ Nimero de Procedimento de avaliagdo da conformidade
Identificag¢do)
RO | Organism notificat (nume si numir de identificare) | Proceduri de evalvare a conformitdtii
SK | Notifikovany orgén (Nizov a identifikaéné tislo) Postup posudzovania zhody
SV Anmiit organ {namn och identifikationsnummer) Forfarande for beddmning av verensstimmelse
TR | Onaylanmss Kurulug {Isim ve Tanim Numaras) 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 | Cwcrema 3a ynpasnenne wa kavectsoto [ipunomenne 1X, rnasu Ln 111,
BEAKYHTENHO OUCHKA Ha Texmcxam AOKYMEHTAUHA HA CHOTBETHHTE HINETHA BE3 OCHOBA HAa rrpencraamenmpoﬁu
CS | Systém Fizeni kvality Pfiloha LX Kapitoly I a Iil,
véetné posouzeni lechnické dokumentace dottenych prosttedki na ziklad® reprezentativnich vzorkd
DA | Kvalitetssryningssystem Bilag IX kapitel | og I,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pé baggrund af representative praver
DE | Qualititsmanagementsystem Anhang [X Kapitel 1 und I,
einschlieBlich einer Bewertung der Technischen Dokumentation fiir betroffene Produkte auf der Grundlage reprisentativer
Stichproben
EL | Zdotnuo Awyeipiomg Tlowmrag TNapiprmpa IX Kepdhoo [ roau 1L,
gupnepivauBavetel afloAdynan 70V TEXVIKOD PaxELOD YIa POIOVTL ROV eferalovem pe faon avimposwrenTcd Seiypata
ES Sisterna de Gestién de Calidad Anexo 1X, capitulos Iy I,
se inchuye una evaluacion de la documentacién técnica parm los productos afectados sobre la base de muestras
representativas
€T Kvaliteedijuhtimissiisteemn IX lisa 1 ja [II peatiikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pShjal
FR | Systéme de gestion de la qualité Annexe IX Chapitres ] et 11,
Inclut une évaluation de la documentation technique pour les dispositifs concemnés, sur la base d”échantillons représentatifs
HR | Sustav upravljanja kvalitetom Prilog IX., Poglavlja . i LIL,
ukljutujuéi ocjenjivanje tehnicke dokumentacije za predmetne proizvode na temelju reprezentativnih uzoraka
HU | Mindségiranyitasi rendszer IX. melléklet, L. és 1IN, fejezet, ideérive az érintett eszkézk milszaki dokumentécidjinak
reprezemtativ minték alapjdn vald értékelését
T Sistema di gestione della qualita Allegato IX Capitoli [ e 111,
compresa una valutazione della documentazione tecnica per i dispositivi interessati sulla base di campioni rappresentativi
LY | Kvalitites vadibas sist&ma LX pielikuma I un I1l nodala,
1ostarp attiecigo ieridu tehniskds dokumentacijas novEn&jums, pamatojolies uz reprezentativiem paraugiem
LT | Kokybés valdymo sistema IX priedo I ir [l skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinima remiantis tipiniais pavyzdiais
NO | Kvalitetsstyringssystem Vedlegg IX kapittel [ og [T,
inkludert en vurdering av den tekniske dokumentasjonen for aktuelt utstyr pi grunnlag av representative praver
PL System Zarzgdzania Jakoscig Zalgeznik X, Rozdzialy | oraz I,
w rym ocena dokumentacji technicznej danych wyrobéw na podstawie reprezentatywnych probek
PT | Sistema de gestio da qualidade Anexo IX Capitulos | ¢ 111,
Incluindo uma avaliagio da documentagio técnica para 0s dispositivos em questdo com base em amostras representativas
RO | Sistemul de management al calitf(ii Anexa IX, Capitolele I si IIl inclusiv o evaluare a documentatiei tehnice pentru
dispozitivele in cauzi pe baza unor probe reprezentative.
SK | Sysiém riadenia kvality Priloha [X Kapitoly 1 a IIl, vritane posiidenia technickej dokumenticie prislusnych pomédcok na
zéklade reprezentativnych vzoriek
SV | Kvalitetsledningssystem Bilaga IX Kapitel 1 och 111,
Inklusive en bedomning av den tekniska dokumentationen for berdrda produkter som grundar sig pa representativa urval
TR | Kalite Yonetim Sistemi Ek {X BSliim I ve {11

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 Ceprudukar Ne Qb cnenndukaumn (OC) [ThAHO HAHMEHOBAHHE

€S | Cislo cenifikitu EU Spoletné specifikace Cely nizev

DA | EU-cenifikatnummer Fzlles specifikationer Fulde navn

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

EL Appde tistonomtikow EE Kowice tpodiaypapis (KIT) MARpNE ovopecia

ES Nimero certificado UE Especificaciones comunes Nombre completo

ET EL-i sertifikaadi nr Uhtsed kifeldused Taisnimi

FR N¢ centificat UE Spécifications communes Nom complet

HR EL) potveda br, Zajednicke specifikacije (.CS™) Puni naziv

HU EU-tanisitviny szama Egységes eldirisok Teljes név

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

LY ES sertifikata Nr. Kopigas specifikicijas Pilns nosaukums

LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé

NO | EU-senifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certyfikatu UE Wspdlne specyfikacie [mie i nazwiske

PT Cenificado UE N° Especificagdes comuns Nome completo

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

SK__ | Centifikat EU &, Spoloéné 3pecifikicie Cely nizov

sV Nummer pd EU-intyg Gemensamma specifikationer Fullstindigt namn

TR | AB Sertifika Numaras: Genel Spesifikasyonlar (GS) Adi Soyad,

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

BG | Amsknoct TMonm1cano 3a H OT HMETO Ha Jata na wzfasate

C5 Funkce Podepsino za a jménem Datumn vyddni

DA Funktion Underskrever for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Agitovpyia YROYPGPETAL Y1 KU EK UEPOLG TOVW/ TS Hyspopnvia £xdoong

ES Funcidn Firnada por, ¥ en nombre de Fecha

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

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

HR | Funkcija Potpisano za i u ime Datum izdavanja

HU | Beosnas Alaird a kovetkezd képviseletében és nevében | Kiadas dituma

IT Funzione Firmato a nome ¢ per conto di Daia di rilascio

LY | Amats Parakstits §5das personas virda IzdoZanas datums

LT | Pareigos Subjekio, kario vardu pasirafoma, L5davime data
pavadinimas

NQ | Funksjon Signert for, og pd vegne av Ustedelsesdato

PL Funkcja Podpisano w imieniv Data wydania

PT Funcéo Assinado e em nome de Data de emissio

RO Functia Semnat pentry si in numele Data eliberdnii

SK__| Funkcia Podpisané za a v mene Déatum vydania

5V Funktion Undertecknat fér och pA uppdrag av Datum for utfirdande

TR | Gorevi Narmina ve temsilen imza Diizenlenme Tarihi
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EN | Supersedes Signature Date of Approval
BG | 3amecTsa Noanuc flaTa Ha ogobpeume
CS i Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avakehotd Y noypoyiy Hpepounvia éyxpromg
ES | Sustituye Firma Fecha de aprobacion
ET Asendab Allkin Heakskiitmise kuupaev
FR Annule et remplace Signature Date de |"autorisation
HR | Zamjenjuje Potpis Datum odobrenja

HU | Hatilytalanitja a kévetkezd dokumentumot: Aléirds Jévihagyas dituma
IT Sostituisce Finma Data di approvazione
LYV | Aizstdj Paraksts Apstiprind§anas datums
LT Pakeifia Paraias Patvirtinimo data

NO | Erstaner Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT | Substitui Asginatura Data de aprovagio
RO | Inlocwitor Semnatura Data aprobarii

SK Wahradza Podpis Datuen schvalenia

SV Ersiitter Namnteckning Datum for godkinnande
TR __| Yerini aldifi belge imza Onay Tarihi

EN__| Place Issued Effective (Date or Lot Number)

BG__| MAcTo Ha Hinasaue B cuma oT/2a_(04aTa WM HOMEp Ha NapTHaa)

CS | Misto vydani Uginné od {datum nebo &islo dar¥e)

DA | Udstedelsessted Ikrafitrazdelse (dato eller lotnummer}

DE [ Ort Giiltig ab (Dawm oder Chargenbezeichnung)

EL Tomog éxboong Le oy ond (Huspounvie 1y ap. Rapridac)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Viljaandmise koht Jdustumine {kuupdev voi partiinumber)

FR Lieu d'é&ablissement Entrée en vigueur (date ou numéro de lot}

HR Miesto izdavanja Stupa na snagu {datum ili broj serije}

HU | Kiadis helve Hatalybalépés (ditum vagy tételszam)

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

LY Izdodanas vieta Speka no (datums vai partijas numurg)

LT I3davimo vieta Jsigalioja (data arba partijos numeris}

NO | Utstedelsessted Gielder fra (dato eller lotnummer)

PL Migjsce wydania Obowiazuje od (data lub numer partii}

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

RO | Locul eliberdrii Valabilitate (data sau numénal lotului)

SK | Miesto vydania Uginnost od (datum alebo &islo SarZe)

SV Plats for utfirdande Verkstilligt (datum eller lotnummer}

TR Diizenlendigi Yer Yiiniirliik (Tarih veya Lot Numarasi)
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EN

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

Hue, DonynoanucadHTe, ¢ KaCTOAIOTO AEKAAPHPAME, H¢ FOPEOTTHCAHOTO(HTE) MEAHUHHCKO(H } H3ASHE(A) 33 MHBATPO AHATHOCTHKS 0TTOBapA(T)
Ha MPUACHKHMHTE pasnopentu Ha Pernament (EC) 2017/746 na Esponeiickua napnament v Ha Cueeta o1 5 anpun 2017 r. oTHocHo
MEIHUHHCKHTE HIACKNA 34 HHBHTPO AWHArHOCTHKA. Ta3u AekAapauMs € HaNpabeHs B cuoTeeveTEHE ¢ Tlpunowenne 1V na Pernamenta 3a [VD 1 3a
HEAHOTO HIRARAHE OTTOBOPHOCT HOCH €AHHCTEEHO NPOHIBOIHTENAT.

Cs

My, nize podepsani, timto prohiasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostfedek (prostfedky) in vitro uvedeny{-¢) vye je (ysou} ve shodé
s pFislusnymi ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravetnickych
prostedcich in vitre, Toto probladeni je v souladu s Phlohou [V nafizeni 1VD a je vydino na vyhradni edpovédnost virobee.

DA

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

DE

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

EL

Epeig, o1 unoyplpovies, SnAGVOURE PE TO Tapdv OTL TO MPOavapepdpeva Sy viosTIKG IKTPOTEXVOAOTIKE TPOWOVIR SLUPCPPOVOVTAL PIE T1g
wyouseg Sarakelg rov Kavowapob (EE) 2017/746 tov Evpunaixot KowoPouviiov kan zov ZupBoviiov g 5% Anpidiov 2017 oxetika pe e in
vitro StayvisoTikg 10Tpotevororing rpoidvea. H dhiaem aun) yiverar odpgava ps 1o Mepépmpa IV tov Kavovispot [VD ken exdideton pe
QIOKASITTIKT U0V TOU KETESKELRTTH

Nosotros, los abajo firmanites, por la presente declaramos que ¢l{los) producto(s) sanitario(s) para diagndstico in vitro descrito(s) anterionmente
cumple(n) las disposiciones aplicables del reglamento (UE) 2017/746 del Parlamente Europeo y del Consejo del 5 de abril de 2017 sobre
producios sanitarios para diagndstico in vitro. Esta declaracidn se realiza en conformidad con el Anexo 1V del Reglamento IVD y es emitida bajo
la exclusiva responsabilidad del fabricante.

Meie, allakirjutanud, kinnitame, et ecspool kijeldatud in vitro diagnostikameditsiinisecadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli
2017. aasta médruse (EL) 2017/746 (in virre diagnostikameditsiiniseadmete kohia) kehaldatavatele sitetele. See deklaratsioon on koostatud
vastavalt IVD midruse 1V lisale ning selle viljastamise eest vastutab ainult tootja.

FR

MNous soussigné(e)s, déclarons par la présente que le(s) dispositifis) médical(aux} de diagnostic in vitro indiqué{s) ci-dessus est/sont conforme(s)
aux dispositions applicables du Réglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de
diagnostic in vitro. Cette déclaration est éablie conformément 4 i° Annexe 1V du Réglement DIV sous la seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujeme da su gore navedeni in vitro dijagnostifki medicinski proizvod(i} sukladni primjenjivim odredbama
Uredbe (EU) 2017/746 Europskog patlamenta i Vijeca od 5. travnja 201 7. o in vitro dijagnostitékim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom 1V. Uredbe [VD i izdaje se pod iskljuéivom odgovomo3éu proizvodada.

HU

Alulironak ezennel kijelentjik, hogy a fent leirt in vitro orvostechnikai eszk&z(6k) megfelel(nek) az Eurdpai Parlament és a Tanics in vitro
diagnosztikai orvostechnikai eszkozokrdl sz0lé (EU) 2017/746 (2017 aprilis 5.) rendelete (IVD rendelet) vonatkozd rendelkezéseinek. A jelen
nyilatkozat megfelel az IVD rendelet IV. mellékletében foalalt elfirisoknak, és a gyind kizdrdlagos feleldssége alapjan kenilt kiadasra,

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

LV

ME&s, apaks3 parakstijulies, ar 3o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s} ierice(-es) atbilst Eiropas Parlamenta un
Padomes Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajim prastbam par in virro diagnostikas medicniskdm iericgm. $7 deklaracija ir
sagatavota saskand ar IVD regulas [V pielikumu un par izdo$anu atbild vienlgi raZotdjs.

LT

Mes, toliau pasiradiusicji {-iusiosios), pareiskiame, kad ankstiau minéta (-0s) in vitro diagnostikos medicinos priemoné (-€s) atitinka 2017 m.
balandzio 5 d. Europos Pariamento it Tarybos reglamento (ES) 2017/746 d¢l in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. $i
deklaracija yra parengta vadovaujantis [VD reglamento IV priedu ir vra iSéduodama ik gamintojo atsakemybe.

NO

Vi, undenegnede, erklzrer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er 1 samsvar med gjeldende bestemmelser i
Europaparlaments- og ridsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til i vitro-diagnostikk. Denne erklaringen er utarbeidet
i overensstemmelse med vedlegg [V i IVD-forordningen og er utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym odwiadczamy, 2¢ wymieniony(-¢) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetia(-j3)
odpowiednie wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwiemia 2017 r. w sprawie wyrobow
medycznych do diagnostyki in vitro. Niniejsza deklaracja zostata sporzadzona zgodnie z Zatgeznikiem IV Rozporzadzenia IVDR i wydana na
wylaceng odpowiedzialnoéé producenta.

Nés, abaixo assinados, declaramos que os dispositivos médicos para diagndstico in vitro descritos acima estio em conformidade com as
disposigdes aplicdveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos
médicos para diagndstico in vitro. Esta declaragao é feita em conformidade com o anexo 1V do Regulamenio IVD e ¢ emitida sob a exclusiva
responsabilidade do fabricante.

RO

Subsemnatii, declarim ci 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 declaragie este emisd in conformitate cu anexa 1V la Regulamentul [VD §i este emnisa sub responsabilitatea exclusiva a
producitorului.

SK

My, dolupadpisani, tymto vyhlasujeme, 3¢ diagnosticki(-€) zdrvotnicka(-¢) pomécka(-y} uvedend(-€} vyiSie je (si) v zhode s prisluSnymi
ustanoveniami Nariadenia Eurdpskeho parfamentu a Rady (EU) 2007/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomédckach in vitro.
Toto vyhlasenie je v silade s Prilohou IV k Nariadeniu [VD a vydava sa na vyhradni zodpovednost viTobeu.

SV

Vi, undertecknade, forsikrar hiirmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillimpliga bestimmelserna i Europaparlamentets och ridets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in
vitro-diagnostik. Denna férsikran gérs i enlighet med bilaga IV till IVD-forordningen och utfirdas under tillverkarens enskilda ansvar.

TR

Biz, agagida imzalan bulunan, yukanda belinilen in vitro diagnostik tibbi cihazlann, 2017/746 sayils Aveupa Parlamentosu (AB) Yénetmeligi ile 5
Nisan 2017 tarihli in Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hilkiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek
IV uyannca yapimustir ve iireticinin minhasir sorumlulugu altimdadir.

End of document
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Abbott

EU Declaration of Conformity

Basic UDI-DI Name:

Basic UDI-D1:

038074WIE0001SL

ARCHITECT HAVAb-IgM

Risk Class: Class B

List Number i Product and Trade Name GMDN Code EMDN Code
and Size Code

6C30-22 ARCHITECT HAVAb-IgM Reagent Kit 48283 W0105020104
6C30-27 ARCHITECT HAV Ab-IgM Reagent Kit 48283 W0105020104
6C30-02 ARCHITECT HAVAb-IgM Calibrator 41959 W0105080002
6C30-11 ARCHITECT HAV Ab-IgM Controls 41960 WO0105080802
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 63205 Wiesbaden, Germany

{(Name and Address)

Manufacturer SRN

DE-MF-000009455

Authorized Representative N/ A
{(Name and Address)
Authorized Representative SRN NA

Produced by (Site of manufacture}
(Name and Address)

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

Notified Body
{Name and Identification Number)

TUV SUD Product Service GmbH

RidlerstraBe 65, 80339 Munich, Germany

Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters [ and 111,

including an assessment of the technical
documentation for devices concerned on

the basis of representative samples.

EU Certificate No.
No. V12 010051 0137

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: _Bridget Norton

Function: Senior Manager Regulatory Affairs

Signature: /////'f]'_//ﬁ WM?
26 /Ay /2024,
7 1

Date of Approval:

Full Name: Claudia Becker
Function: Director Quality Assurance
Signature: ( r;(ﬁ,dc
Date of
Approval: -2 q’ /114.9 _?0_? (}'
Signed for, and ~
on behalf of:  Abbott GmbH, Wiesbaden, Germany
Date Issued: .? hf AuQ .:?O.,?[{
\J
Supersedes:  20-Jan-2023

Place Issued: 65205 Wiesbaden, Germany

2 /hﬁ 202

Effective (Date
or Lot Number);




EU Declaration of Conformity Basi¢c UDI-DI Basic UDI-DI Name
BG EC AEKNAPALIMA 3A CHOTBETCTBHE Bazoe UDI-DI Hanmenopanve va 6asos UDI-DI
CS EU PROHLASENI O SHODE Zakladni UDI-DI Nazev zikladniho UDI-DI
DA EU-OVERENSSTEMMELSESERKLAERING Grundlzggende UDI-DI Grundlzggende UDI-Di-navn
DE | EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name_
EL AHAQIH EYMMOPOOIHL EE Bagucd LUDI-D1 Orvopacie Bacucon UDI-DE
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-D] Basico
ET ELI VASTAVUSDEKLARATSIOON Pihi-UDI-DI P3hi-UDI-DI nimni
FR DECLARATION DE CONFORMITE UE IUD-ID de base Nom IUD-ID de base
HR EU IZJAVA O SUKLADNOSTL Osnovni UDI-DI Naziv osnovnog UDL-DI
HU EU-mepfeleldségi nyilatkozat Alapvetd UDIL-DI Alapveté UDI-DI neve
IT DICHIARAZIONE Pl CONFORMITA UE UDI-DI di base Nome UDI-DI di base
LY ES ATBILSTIBAS DEKLARACUA Pamata UDI-DI Pamata UD!-DI nosaukums
LT ES ATITIKTIES DEKLARACIA Bazinis UDI-DI Bazinio UDI-DI pavadinimas
NO | EU-SAMSVARSERKLAERING Grunnleggende UDI-DI Grunnleggende UDL-Dl-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAO UE DE CONFORMIDADE UDI-DI basico Nome UDI-DI Basico
RO DECLARATIA DE CONFORMITATE UE UDI-DI de bazd Nume UDI-DI de baza
SK EU VYHLASENIE O ZHODE Zakladny UDI-DI Nézov zikladného UDI-DI
sV EU-FORSAKRAN OM OVERENSSTAMMELSE Grundliggande UDI-DIL Namn p3 grundliggande UDI-DI
TR AB Uygunluk Beyam Temel UDH-DI Temel UDI-D] I_srni
EN Risk Class List Number and Size Code Product and Trade Name
BG Knac cnopes pucka KaTanomeH HOMep H KOJ Ha pazmepa Hue Ha NpoOOyKTa H THPrOBCKO HAHMEHOBAHHE
CS Rizikovi ttida Katatogové ¢islo a koncové dvoudisli uréujici Nézev produktu a obchodni ndzev

velikost soupravy

DA Risikoklasse Bestillingsnummer og stemelseskode Produkt- og varemerkenavn
DE Risikoklasse Bestellnummer und GriBencode Produki- und Handelsname
EL Koryyopie kivdovoo Kwdikdg Mpoidviog ko Kodwig Luvaxsvacing Mpoidy ko Epropuety Ovopaagic
ES Clase de riesgo Niimero de referencia y cddigo de lamaito 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 Katalodki broj i oznaka pakiranja Naziv proizvoda i zaSticeni naziv
HU Kockazati osztaly Listaszam és készletkiszerelés-kad Termék- és kereskedelmi név
IT Classe di nischio Numero di listino e codice formato Prodotio € nome commerciale
LV Riska klase Kataloga numurs un iepakojuma kods Produkta un tirdzniecibas nosaukums
LT Rizikos klasé Katalogo numenis ir dydzio kodas Gaminio ir prekybinis pavadinimas
NOQ Risikoklasse Bestillingsnummer og sterrelseskode Produki- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Namero de lista e codigo de apresentagio Produto e nome comercial
RO Clas de risc Numdr de list3 §i cod dimensiune Denumirea produsului §i denumirea comerciald
SK Rizikové trieda Katalogové &islo Nazov produktu a obchodny nazov
% Riskklass Listnummer och stortekskod Produki och firmanamn
TR Risk Smufi Liste Numaras: ve Uniin Kodu Uriin ve Ticari lsmi
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EN | GMDN Code EMDN Code Manufacturer {Name and Address) Manufacturer SRN
BG Kor GMDN _Kon EMDN [pounasoanten (Wme u aapec) EPH Ha RpoH3BORHTENA
CS$ | Kiéd GMDN Kéd EMDN Vyrobee {ndzev a adresa) Jediné repistraéni ¢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 Kuwbieog GMDN Kadwdc EMDN Karesxsvagtic (Ovope ko SRN (Movadikdg Apipdc Mnzpiov)
{Ovoperohoyia {Ovoporchoyia Agifuvon) Karaokevuoti
IXTPOTEXVOLOIKDY TPOTEYVOROYIK DY
RpoldvTwv) EPOIGVTEIV)
ES Cdédigo GMDN Cddigo EMDN Fabricante {(nombre y direccion) SRN (nimero de registro unico) del
fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Tooya unikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant (nom et adresse) Numére d'enregistrement unique du
fabricant
HR | GMDN kod EMDN kod Proizvodat (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodata
HU | GMDN-kéd EMDN-kéd Gyanod (név & cim) Gyand egyedi regisztracios szama (SRN)
T Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN {numero di registrazione unico) del
fabbricante
LV | GMDN kods EMDN kods Razotdjs (nosaukums un adrese) RaZotija vienotais registracijas numuss
(VRN)
LT Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos
priemoniy nomenklatiiros priemoniy nomenklatiiros numens
kodas kodas
NO | GMDN-kode EMDN-kode Produsemt {navn og adresse}) Produsentens SRN
PL. Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Nomenklatury Wyrobow producenta
Medycznych
PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante
RO | Cod GMDN Cod EMDN Produciior (nume si adresd) SRN producitor
SK Kéd GMDN Kéd EMDN Vyrobea (Nazov a adresa) Jediné registraéné Gislo (SRN) virobcu
SV GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR GMDN Kodu EMDN Kodu Oretici (Isim ve Adres) Uretici SRN'si
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture}
Address) {Name and Address)
BG | Ynwerromowen npeacrasTen (Mve v aapec) | EPH na yonruomMouieHHA npeactasuren Tpou3eeagHO OT (MACTO HA NPOH3BOACTBO) (HME H
aapec}
CS | Zpinomocnény zdstupce (nazev a adresa) Jediné registraéni ¢islo zplnomocnéného Vyrobeno (misto viroby)
zéstupce {nazev a adresa}
DA | Autoriseret representant (navn og adresse) Autoriseret reprasentants SRN Produceret af ( fremstillingssted)
{navn og adresse)
DE Bevollméchtigter (Name und Adresse} SRN des Bevollmichtigten Hergestellt von (Herstellungsstandort)
{Name und Adresse)
EL EEovcwdomuévog Avtmpdonnos (Ovopa SRN ECovoodomuévoy Avimposanov Keraoxevileran and (Epyoostioio xapayoyis)
ka1 Mgndovon) {Ovopagia kot AgvBovon)
ES Representante autonizado {nombre ¥ SRN (mimero de registro Gnico) del Producido por {Lugar de fabricacién) (Nombre y
direccion) representante autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootnud (tootmiskoht) {(nimi ja aadress)
registreerimisnumber
FR Mandataire (nom et adresse) Numéno d'enregistrement unique du Produit par (site de fabrication}
mandataire {nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje)
ovladtenog zastupnika {Naziv i adresa)
HU | Meghatalmazout képviseld (név és cim) Meghatalmazot képvisels egyedi Gyantd (gyanas helye)
regisztracios szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario {nome e indinzzo)
LV | Pilnvarotais parstvis (nosaukums un adrese} | Pilnvarotd parstivja vienotais registracijas Razots (raZodanas vieta)
numurs {VRN) (nosaukums un adrese)
LT Jzaliotasis atstovas (pavadinimas ir adresas) [galiotojo atstovo unikalusis registracijos Pagaminta (gamybos vieta) (pavadinimas ir adresas}
NUMEens
NO | Autorisert representant (navn og adresse) Den autoriserte represemtantens SRN Produsert av (produksjonssted)
{navn og adresse)
PL Upowaimiony przedstawiciel {(nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (migjsce produkciji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatano (Nome ¢ Morada) Numero inico de registo do mandatario Produzido por (Local de fabrico)
{Nome ¢ Morada}
RO | Reprezentant autorizat (nume si adresd) SRN reprezentant autorizal Produs de catre (locatie productie) (nume i adres3)
SK Autorizovany zastupca (nazov a adresa) Jediné registrainé &islo (SRN) Vyrobené (miesto vyroby)
autorizovaného zastupeu {ndzov a adresa)
SV | Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yeikili Temsilci SRNsi Uretici (Uretim Tesisi)

{isim ve Adres)
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EN Notified Body (Name and Identification Number) Conformity Assessment Procedure
BG HotTudHuHpaH opraH {HMe H HICHTHQHKAUNOHEH HOMED ) lMpoueaypa 3a oueHKa HA CHOTBETCTBHETO
CSs Oznameny subjekt (ndzev a identifikaZni &islo) Postup posuzovani shody
DA Bemyndiget organ (navn og identifikationsnummer) Overensstemmelsesvurderingsprocedure
DE Benannte Stelle (Name und Identifikationsnummer) Konformitiisbewertungsverfahren
EL Kowonrompévog Opyenopds (Ovopa kan ApiBudg Auadacia aflohdynong SUppdpeeang
TRUTONDINTNE)
ES Organismo Notificado (nombre y nimero de identificacién Frocedimiento de evaluacién de la conformidad
ET Teavitatud asuts (nimi ja identifitseerimisnumber) Vastavushindamismenetlus
FR Qrganisme notifi¢ (nom et numéro d'identification} Procédure d'évaluation de la conformité
HR Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU Bejelenten szervezet (név és azonositd szam) Megfeleldsépénékelési eljaris
IT Organismo notificato (nome € numero di identificazione) Procedura di valutazione della conformita
LV Pilnvarota iestade (nosaukurns un identifikicijas numurs) Atbilstibas novEniéianas procedira
LT Notifikuotoii jstaiga (pavadinimas ir identifikacinis numenis) Atitikties vertinimo procediira
NO Meldt organ (navn og identifikasjonsnummer) Framgangsindte for samsvarsvurdering
PL Jednostka notyfikowana (nazwa i numer identyfikacyiny) Procedura oceny zpodnosci
PT Organismo Notificado (Nome ¢ Namero de ldentificagdo) Procedimento de avaliagio da conformidade
RO Organism notifical (nume si numar de identificare) Procedurd de evaluare a conformititii
SK Notifikovany orgin (Nazov a identifikaéné &islo) Postup posudzovania zhody
SV Anmilt organ (namn och identifikationsnuminer) Férfarande for beddmning av dverensstimmelse
TR Onaylanmus Kurulus (Isim ve Tamim Numarasi) Uypunluk Degerlendirme Prosediirii
EN Quality Management System Annex [X Chapters 1 and 111,
Including an assessment of the technical documentation for devices concerned on the basis of representative samples
BG CHcTema 3a ynpasieHHe Ha kavecTaoTo [prnowenne IX, rnasn | ¢ 111,
BKILOMHTENIHO OUCHKA HA TEKHHYECKATA JOKYMEHTAUHA Ha CEOTBETHNTE H3ACANS Bb3 OCHOBA HA MPENCTABATENHN NPOGH
Cs Systém fizeni kvality Priloha [X Kapitoly 1 a 11,
véemé posouzeni technické dokumentace dotdenych prostfedka na zakladé reprezentativnich vzorki
DA Kvalitetsstyringssystem Bilag 1X kapitel | og IIT,
Herunder en vurdering af den tekniske dokumentation for relevant udstyr pd baggrund af reprzsentative prover
DE Qualiditsmanagementsystem Anhang IX Kapitel [ und 111,
einschlieBlich einer Bewertung der Technischen Dokumentation fiar betroffene Produkie auf der Grundlage reprisentativer Stichproben
EL Loompe awyeipiong Nowmrag Mapapmpe LX Kepddona | ka 111,
guuneplapBiveran afiohdynon 1o texvikos paxkihov yia tpoidvre tov efetdlovra pe Béon avaposwrevtikg detypata
ES Sistema de Gestidn de Calidad Anexo IX, capiwlos |y 1),
se incluye una evaluacién de la documentacion técnica para los productos afectados sobre la base de muestras representativas
ET Kvaliteedijuhtimissiisteern [X lisa [ ja [1I pearikk
Sealhulgas asjaomaste seadmete tehnilise dokumentatsiooni hindamist esindavate valimite pdhjal
FR Systéme de gestion de la qualité Annexe 1X Chapitres | et 111,
Inclut une évaluation de la documentation technigue pour les dispositifs concemés, sur la base d’échantillons représentatifs
HR Sustav upravljanja kvalitetom Prilog 1X., Poglavlja L i 11,
ukljudujuéi ocjenjivanje tehmicke dokumentacije za predmetne proizvode na temelju reprezentativnib uzoraka
HU Mindségiranyitasi rendszer LX. melléklet, I. és I11. fejezet, ideértve az érintett eszkbz0k milszaki dokumenticidjanak reprezentativ mintdk alapjan
vald énékelését
IT Sistema di gestione della qualitd Allegato X Capitoli | e III,
compresa una valutazione della documeniazione tecnica per i dispositivi interessati sulla base di campioni rappresentativi
LV Kvalitites vadisas sist¥ma [X pielikuma 1 un 1l nedala,
tostarp attiecipo ieritu tehniskds dokumenticijas novértéjums, pamatojoties uz reprezentativiem paraugiem
LT Kokybés valdymo sisterna IX priedo 1 ir Il skyriai,
jskaitant atitinkamy priemoniy techninés dokumentacijos vertinimg remiantis tipiniais pavyzdZiais
NO Kvalitetsstyringssystem Vedlegg 1X kapittel | og I,
inkludert en vurdering av den tekniske dokumentasjonen for akielt utstyr pi grunnlap av representative prever
PL Systemn Zarzadzania Jakoscia Zatacznik 1X, Rozdziaty | oraz IlI,
w tym ocena dokumentacii technicznej danych wyrobéw na podstawie reprezentatywnych probek
PT Sistema de gestdo da qualidade Anexo IX Capitulos | ¢ [1,
Inciuindo uma avaliag3o da documentagéo técnica para os dispositivos em questio com base em amostras representativas
RO Sistemul de management al calivitii Anexa [X, Capitolele 1 5i 1l inclusiv o evaluare 3 documentatiei tehnice pentru dispozitivele in cauzi pe baza
unor probe reprezentative.
SK Systém niadenia kvality Priloha IX Kapitoly I a 111, vritane posidenia technickej dokumentécie prislusnych pomdcok na zéklade reprezeniativinych
vzoriek
SV Kvalitetsledningssysiem Bilaga IX Kapitel 1 och I,
Inkiusive en bedémning av den iekniska dokumentationen for berdrda produkier som grundar sig pd representativa urval
TR Kalite Yonetim Sistemi Ek X Bélim [ ve Il

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

BG EC CepTudnrar Ng OBwH cneundukauun (OC) [TenHo HauMeHoBaHHE
Cs Cislo certifikitu EU Spoleéné specifikace Cely nazev

DA EU-centifikatnummer Falles specifikationer Fuide navn

DE Nr. des EU-Zentifikats Gemeinsame Spezifikationen (GS)} Vollstindiger Name
EL ApBude matonomnticod EE Kawvig mpodaypapes (KIT) Mifeng ovopacic
£S5 Namero certificado UE Especificaciones comunes Nombre completo
ET | EL-i senifikaadi nr Uhtsed kirjeldused Taisnimi

FR N® centificat UE Spécifications communes Nom complet

HR EU potvrda br. Zajedni¢ke specifikacije (,.CS) Puni naziv

HU El-tanusitvany szama Egységes elbirdsok Teljes név

IT N° del cenificato UE Specifiche comuni {SC) Nome complete

LV ES serifik#ta Nr. Kopigis specifikicijas Pilns nosaukums
LT ES sertifikatas Nr. Bendrosios specifikacijos Vardas ir pavardé
NO EU-senifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Cenyfikatu UE Wspdline specylikacje Imie i nazwisko

PT Certificado UE N" Especificagdes comuns Nome completo

RO Nr. centificat UE: Specificatii comune (CS) Nuinele complet
SK Certifikit EU &, Speloéné $pecifikdcie Cely ndzov

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 JawacocT Mommeucano 3a H OT HMETO Ha Jata ua nagaeave
cs Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pA vegne af Lidstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

EL Agitovpryia Y RoypROETH Y10 KOt EK UEPOVG TOV TG Huepounvia éxdoang
ES Funcién Firmado por, ¥ en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel} Vihaandmise kuupdev
FR Fonction Signé par et au nom de Date d'établissement
HR Funkeija Potpisano za i v ime Datum izdavanja

HU Beosztas Aldird a kovetkezd képviseletében és nevében Kiadés datuma

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

Lv Amats Parakstlts Izdo3anas datumns
LT Pareigos Subjektas, kurio vardu pasiraoma I3davimo data

NO Funksjon Signen for, og pd vegne av Lhstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fungdo Assinado ¢ em nome de Data de emissio

RO Funcgia Semnat pentru i in numele Data eliberani

SK Funkcia Podpisané za a v mene Datum vydania

sv Funktion Undertecknat for och p4 uppdrag av Datumn for utfirdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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EN Supersedes Signature Date of Approval
BG 3JamecTsa MNoanue Aara va onobpenne
Cs Nahrazuje Podpis Datum schvileni

DA Erstaner Underskrifi Godkendelsesdato
DE Ersetzt Unterschrifi Datum der Genehmigung
EL Avrikadotd Ynoypuei Hpepopnvia Eyxproy
ES Sustituye Fimma Fecha de aprobacién
ET Asendab Allkid Heakskiitmise kuupiev
FR Annule et remplace Signature Date de I"autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU Hatdlytalanitja a kdvetkezd dokumenwumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
Lv Aizstj Paraksts Apstiprini3anas datums
LT Pakeifia Paragas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zasiepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovagio
RO | Inlocuitor Semnitura Data aprobarii

SK Nahradza Podpis Datum schvalenia

Y Ersitter Namnteckning Datum for godkannande
TR Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MacTo va n3naeane B cuna 07/3a (naTa HIH HOMED Ha NapTHAR)
Cs Misto vydani Ucinné od (datum nebe &islo Zarke)

Da Udsiedelsessted Tkrafttredelse (dato eller lotnummer)

DE On Giiltig ab {Datum oder Chargenbezeichnung)
EL Térog éxdoomg Ze wyd axd (Hpspopnvia fi ap. rupridag)

ES Expedido en Efectivo {fecha o numero de lote)

ET Viljaandmise koht Jsustuming (kuupéev véi partiinumber)

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

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

IT Luogo di rilascio Effettivo (data o numero di lotto)

LV lzdo%anas vieta Spéeki no (datums vai parlijas numurs}

LT I2davimo victa Isigalioja (data arba partijos nimeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Migjsce wydania Obowigzuje od (data lub numer partii)

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

RO Locul eliberdrii Valabilitate (data sau numirul lotului}

SK Miesto vydania Utinnost' od (datum alebo Eislo sarZe)

sV Plats for mifardande Verkstilligt (datum efler lotnummer)

TR Diizenlendigi Yer Yiinirliik {(Tanh veya Lot Numarasi)
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EN

1, the undersigned, hereby declare that the in vitro diagnostic medical device(s) deseribed 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 IVD Regulation and is issued under the sole responsibility of the manufacturer.

BG

Az, BONYNOAHCAHHAT, ¢ HACTOALIOTO AEKNAPHPAM, Y€ FOPEOMHCAHOTO(HTE) MEAHIHHCKO(H) H3ZEAHE(R) 33 HHBHTPO AHAFHOCTHKA OTTOBAPA(T) Ha
npHAcKHMHTE paznopentu na Pernasent (EC) 2017/746 na Eeponeiickua napnament n Ha Creeta ot 5 anpua 2017 r. 0THOCHO MEAMUMHCKHTE
H3OENHA 33 HHBHTPO OHArHOCTHKA. TasH nexnapauus € HanpaseHa B cboTBeTCTBHE € [pHnoxenne 1V na Permamenta 3a IVD n 3a HeitHoTO H3daBake
OTTOBOPHOCT HOCH SAWHCTBEHO NPOHIBOAHTENAT.

Cs

J4, niZe podepsany (-4} timto prohladuji, z¢ diagnosticky(-¢) zdravotnick¥{-¢) prostiedek (prostiedky) uvedeny(-¢) v¥3e je (jsou) ve shodg s prisluinymi
ustanovenimi Nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostiedcich in vitro.
Toto prohladeni je v souladu s Prilohou 1V Nafizeni IVD a je vydino na vyhradni odpovédnost vrobcee.

DA

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

DE

Ich, der Unterzeichner, erklire hiermit, dass das oben beschriebene [n-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die
entsprechenden Bestimmungen der Verordnung {EU) 2017/ 746 des Europaischen Parlaments und des Rates vom 5. April 2017 Gber In-vitro-
Diagnostika erfiillen. Diese Erklirung erfolgt gemill Anhang IV der IVD-Verordnung und wird unter alleiniger Verantworung des Herstellers

ausgestelll.

EL

Ey, o vnoypaguy Snidver pue 10 rapdv 611 1o IPOavapepoPEva SayvacTIKG WTPOTEXVOROYIKG POTGVIA SUNNOPPEVOVTIN NE TIS 10yDouces Diatdalg
tov Kavoviopon (EE) 2017/ 746 tov Evpunaikod Kowofoviiov kan tov Zupfoviiov tng 5% Anpiiiov 2017 oyetikd pe 1¢t in vitro dayvaooniki
WeTpoTEXVOAOYIKG TpoidvTe. H dhhwon autd yiveron ovppova pe to Mopaprmpa Y rov Kavoviopoo IVD ko exdideton pe amorierotua) evfiovm tov
KOTQAOKEDGTTT)

ES

Yo, el abajo firmante, por la presenie declaro que el{los} producto(s) sanitario(s) para diagnéstico in vitre descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017746 del Parlamenio Europeo y del Consejo del 5 de abnil de 2047 sobre productos sanitarios para
diagnostico in vitre. Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD y es emitida bajo la responsabilidad dnica del
fabricante.

Mina, allakigjutanu, kinnitan, et eespool kirjeldatud in vitro diagnostikameditsiiniscadmed vastavad Eurcopa Parlamendi ja ndukogu 5. aprilli 2017.
aasta maaruse (EL) 2017 740 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele satetele. See deklaratsioon on koostatud vastavali IVD
midruse 1V lisale ning selle valjastamise eest vastutab ainult tootja.

FR

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

HR

Ja, nize potpisanfa, ovim putem izjavljujem da su gore navedeni in vitre dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe
{EU) 2017/746 Europskog parlamenta i Vijeéa od 5. travnja 2017. o jn vitro dijagnosti®kim medicinskim proizvodima.
Ova je izjava sastavljena u skladu s Prilogom [V. Uredbe IVD i izdaje se pod iskljudivom odgovomo3éu proizvodada.

HU

Alulirott ezennel kijelentem, hogy a fent leint in viwo orvostechnikai eszk5z(6k) megfetel(inek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szolo (EU) 20017/746 (2017. dprilis 5.) rendelete (IVD rendelet) vonatkozd rendelkezéseinek. A jelen nyilatkozat megfelel az

1VD rendelet 1V, mellékletében foglalt elSirasoknak, és a gyand kizarolagos feleldssége alapjn kenilt kiadésra,

lo, sottoscritto, con la presente dichiaro che il dispositivo(i) medico-diagnostico in vitro sopra descritio ¢ conforme alle disposizioni applicabili del
regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione & redaita in conformita all'allepato 1V del regolamento 1VD ed ¢ rilasciata sotto Ia responsabilitd esclusiva del fabbricante.

LY

Es. apak3d paraksu]les. ar 3o pazinoj, ka lepneks aprakst'ta( -5) in vitro dlagnostlkas mediciniska(-s} ierfce(-¢s) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajim prastbim par in vitro diagnostikas mediciniskam iericém. $7 deklaracija ir sagatavota
saskand ar IVD regulas IV pielikumu un it izdota vienigi uz rafotdja atbildibu,

LT

A3, toliau pasirades (~iusi), pareiskiu, kad ankstiau minéta (-os) it vitro diagnostikos medicinos priemoneé (-és) atitinka 2017 m. balandZio 5 d. Europos
Partamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikomas nuostatas. 5i deklaracija yra parengta
vadovaujantis IVD reglamento [V priedu ir i3duota tik gamintejo atsakomybe.

NO

Undenegnede erklzrer herved at utstyret til in vitro-diagnostikk som er anfart ovenfor, er i samsvar med gjeldende besternmelser | Europaparlaments-
og ridsforordning (EU) 2017 746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk. Denne erkleringen er utarbeidet i overensstemmelse med
vedlegg 1V i IVD-forordningen og er wtstedt under produsentens encansvar.

PL

Ja, nizej podpisany(-a), niniejszym oswiadczam, 2e wymieniony(-¢) powyze} wyrdb(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja)
odpowiednie wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobdw medycznych
do diagnostyki in vitro. Niniejsza deklaracja zostala sporzadzona zgodnie z Zalacznikiem 1V Rozporzadzenia IVDR i wydana na wylaczng
odpowiedzialno$é¢ producenta.

PT

Eu, abaixo assinado, declaro que os dispositivos médicos para diagnéstico én vitro descritos acima estio em conformidade com as disposictes aplicaveis
do Regulamento {UE) 201 7/746 do Parlamento Europeu ¢ do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagndstico in
vitrp. Esta declaracio ¢ feita em conformidade com o anexo |V do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatul, declar ¢ dispozitivul (dispozitivele} medical{e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezenta declaratie este emisd in conformitate cu anexa IV la Regulamentul IVD si este emisd sub responsabilitatea exclusivi a producitorului.

SK

Ja, dolupodpisany{(-a), tymto vyhlasujem. Ze diagnosticka(-€) zdravotnicka(-¢) pomdcka(-y} uvedend(-é) vy3ie je (s1) v zhode s prislusnymi
ustanoveniami Nariadenia Eurépskeho parlamentu a Rady (EU) 2017746 z 5. aprila 2017 o diagnostickych zdravotnickych poméckach in vitro. Toto
vyhlasenie je v silade s Prilohou [V k Nariadeniu IVD a vydava sa na vihradnd zodpovednost” virobeu.

sV

Jag, undertecknad, forsikrar hirmed att den efler de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan dverensstimmer med de
tillampliga bestimmelserna i Europaparlamentets och ridets forordning (EU) 2017746 av den § apnl 2017 om medicintekniska produkter for in vitro-
diagnostik. Denna frsikran gors i enlighet med bilaga IV till I'VD-forordningen och wifirdas under tillverkarens enskilda ansvar.

TR

Ben, asafida imzast bulunan, yukanda belirtilen in vitro diagnostik medikal cihazlarm, 2017/746 sayili Avrupa Parlamentosu (AB) Direktifi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederim. Bu beyan I1VD Direktifi Ek 1V uyannca
yapilmistie ve iiveticinin miinhasir sorumlulugu altindadir.

End of document
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Abbott

Basic UDI-DI:
Basic UDI-DI Name:
Risk Class:

EU Declaration of Cenformity

- 038074SLI0002TS

ARCHITECT Probe Conditioning Solution
Class A :

List Number
and Size Code

Product and Trade Name GMDN Code | EMDN Code

1L56-40

ARCHITECT Probe Conditioning Solution

59058 W0201020185

Manufacturer
(Name and Address)

Abbott Ireland
Diagnostics Division
Finisklin Business Park
Sligo, Ireland

Manufacturer SRN

IE-MF-000009849

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN

N/A

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

Abbott Ireland

Diagnostics Division

Finisklin Business Park ¥
Sligo, Ireland

Conformity Assessment Procedure

Annex IT and 111

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: Noel Haren Full Name: Joe Murray

Function: _Manager Regulatory Affairs Function: _Director Quality Assurance

Signature: \Q 2L~ Signature: — ga_/tj\"“’“"‘\_
Date of Approval: b, i) o1 Date of Approval: \§ Tl 202
Signed for, and on

behalf of: _ Abbott Ireland Diagnostics Division, Sligo

Datelsued: 1S o) 20272 Place Issued: _Sligo, Ireland
Effective (Date .
Supersedes: _ 23 May 2022 or Lot Number): \ S jux\ 202




Abbott

EU Declaration of Conformity

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

BG EC JEKJIAPALIMSA 3A CbOTBETCTBHUE bazos UDI-DI HaumenoBanue Ha 6azos UDI-DI

CS | EU PROHLASENI O SHODE Zakladni UDI-DI Nézev zakladniho UDI-DI

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

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

EL AHAQYH YXYMMOPOQXHY EE Baowé UDI-DI Ovopacio facikod UDI-DI

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

ET ELi vastavusdeklaratsioon P&hi-UDI-DI P&hi-UDI-DI nimi

FR Déclaration de conformité UE 1UD-ID de base Nom 1UD-ID de base

HR EU 1IZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI

HU | EU-MEGFELELOSEGINYILATKOZAT Alapveté UDI-DI Alapveté UDI-DI neve

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

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

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

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

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

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

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

SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nazov zakladného UDI-DI

SV EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundlaggande UDI-DI Namn pé grundlaggande UDI-DI

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

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

BG Kiac ciopes pucka KarasoxxeH HoMep U KOJ1 Ha pazMepa Mme Ha IpoJlyKTa ¥ ThPrOBCKO HAUMEHOBAHUE

CS Rizikova tfida Katalogové &islo a koncové dvojéisli urujici Nézev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og starrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und Gréencode Produkt- und Handelsname

EL Katnyopia kivdvvou Kwdkog IMpoidvtog kot Kodikdg Tuokevaciog TIpoidv kou Epmopikny Ovopacio

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikové trieda Katalogové &islo Néazov produktu a obchodny nzov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR | Risk Simifi Liste Numaras1 ve Boyut Kodu Uriin ve Ticari Ismi
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Abbott

EU Declaration of Conformity

EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN
BG | Kox GMDN Kox EMDN IpousBoxuTen (MMe U aapec) EPH Ha npoussoaurens
CS | Kéd GMDN Kéd EMDN Vyrobce (nézev a adresa) Jediné registraéni ¢islo vyrobce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Hersteller-SRN
EL | Kwdwdg GMDN Kwdwkog EMDN Kataokevaothg (Ovopa kot Atevbovvon) SRN (Movaduog Appog Mntpmov)
(Ovopatoroyia (Ovopatoroyia Koartaokevaom
L0TPOTEYVOLOYIKMDV L0TPOTEYVOLOYIKDV
TPOIOVTMV) TPOIOVTMV)
ES | Cddigo GMDN Cédigo EMDN Fabricante (nombre y direccién) 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 unique du fabricant
HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj) proizvodaca
HU | GMDN-kdd EMDN-kdd Gyart6 (név és cim) Gyart6 egyedi regisztraciés szama (SRN)
IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico) del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs (VRN)
LT | Visuotinés medicinos Europos medicinos Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos numeris
priemoniy priemoniy
nomenklattiros kodas nomenklattiros kodas
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny producenta
Nomenklatury
Wyroboéw Medycznych
PT | Cédigo GMDN Cédigo EMDN Fabricante (Nome e Morada) NUmero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume si adresd) SRN producitor
SK | Kéd GMDN Koéd EMDN Vyrobca (Nazov a adresa) Jediné registracné &islo (SRN) vyrobecu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRNsi
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Abbott

EU Declaration of Conformity

EN | Authorized Representative (Name Authorized Representative SRN Produced by (Site of Manufacture) Conformity Assessment Procedure
and Address) (Name and Address)
BG VYobnaomomeH npencrasuten (uvme 1 | EPH Ha ynbpanomonieHus ITpousBeneHo oT (MsCTO Ha IIpouenypa 3a orieHka Ha
azipec) MPEACTABUTEN IIPOU3BOJICTBO) (UMeE U afIpec) CBOTBETCTBHETO
CS | Zplnomocnény zastupce (nazev a Jediné registra¢ni ¢islo Vyrobeno (misto vyroby) Postup posuzovani shody
adresa) zplnomocnéného zéstupce (nézev a adresa)
DA | Autoriseret representant (navn og Autoriseret repraesentants SRN Produceret af (fremstillingssted) Overensstemmelsesvurderingsproced
adresse) (navn og adresse) ure
DE | Bevollméchtigter (Name und SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort) | Konformitatsbewertungsverfahren
Adresse) (Name und Adresse)
EL E&ovoiodotpévog Avimpdommog SRN E&ovciodotnpévon Kartaokevaletonr omd (Epyootdoio Awdwkacio a&ordoynong
(Ovopa kot AtevBuvon) AvTItpoc®mTov TAPAYOYNG) SLUHOPPOONG
(Ovopacio ko AtghBvvon)
ES Representante autorizado (nombre y SRN (ndmero de registro Gnico) del Producido por (Lugar de fabricacién) Procedimiento de evaluacion de la
direccién) representante autorizado (Nombre y direccion) conformidad
ET | Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne Tootja (tootmiskoht) (nimi ja aadress) | Vastavushindamismenetlus
registreerimisnumber
FR | Mandataire (nom et adresse) Numeéro d'enregistrement unique du Produit par (site de fabrication) Procédure d’évaluation de la
mandataire (nom et adresse) conformité
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnje) Postupak ocjenjivanja sukladnosti
ovlastenog zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és Meghatalmazott képviseld egyedi Gyart6 (gyartas helye) Megfelel8ségértékelési eljaras
cim) regisztraciés szama (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) Prodotto da (sito di fabbricazione) Procedura di valutazione della
del mandatario (nome e indirizzo) conformita
LV | Pilnvarotais parstavis (nosaukums un | Pilnvarota parstavja vienotais Razots (razoSanas vieta) Atbilstibas novertésanas procedira
adrese) registracijas numurs (VRN) (nosaukums un adrese)
LT | Igaliotasis atstovas (pavadinimas ir Igaliotojo atstovo unikalusis Pagaminta (gamybos vieta) Atitikties vertinimo procediira
adresas) registracijos numeris (pavadinimas ir adresas)
NO | Autorisert representant (havn og Den autoriserte representantens SRN Produsert av (produksjonssted) Framgangsmate for
adresse) (navn og adresse) samsvarsvurdering
PL | Upowazniony przedstawiciel (nazwai | Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce Procedura oceny zgodnos$ci
adres) upowaznionego przedstawiciela produkc;ji)
(nazwa i adres)
PT | Mandatario (Nome e Morada) NUmero Unico de registo do Produzido por (Local de fabrico) Procedimento de avaliagdo da
mandatario (Nome e Morada) conformidade
RO | Reprezentant autorizat (nume si SRN reprezentant autorizat Produs de catre (locatie productie) Procedura de evaluare a conformitatii
adresa) (nume si adresa)
SK | Autorizovany zéstupca (nazov a Jediné registracné ¢islo (SRN) Vyrobené (miesto vyroby) Postup posudzovania zhody
adresa) autorizovaného zastupcu (n&zov a adresa)
SV | Auktoriserad representant (namn och Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn | Forfarande for beddmning av
adress) och adress) Overensstdmmelse
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi) Uygunluk Degerlendirme Prosediirii

(Isim ve Adres)
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Abbott

EU Declaration of Conformity

EN | Annex Il and Il Full Name

BG | Ilpunoxenue Il u Il [IbJIHO HAMMEHOBAHKE

CS Ptiloha II a III Cely nazev

DA | Bilag Il og Ill Fulde navn

DE | Anhang Il und Il Vollstdndiger Name

EL Hapdpmuo IT xou 11 TIApng ovopacio

ES Anexos 1y Il Nombre completo

ET 11 ja 11l lisa Taisnimi

FR Annexes Il et 111 Nom complet

HR | Prilog Il i lll. Puni naziv

HU [ 1l és 111. melléklet Teljes név

IT Allegati Il e Il Nome completo

LV 11 un 111 pielikums Pilns nosaukums

LT 1L ir 111 priedai Vardas ir pavardé

NO | Vedlegg Il og IlI Fullt navn

PL Zatgcznik 11 oraz 111 Imig i nazwisko

PT Anexo Il e lll Nome completo

RO | AnexallsiIII Numele complet

SK Priloha Il a lll Cely nazov

SV Bilaga Il och 111 Fullstdndigt namn

TR Ek Il ve lll Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucano 3a U OT UMETO Ha JlaTta Ha n3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA Funktion Underskrevet for og pé vegne af Udstedelsesdato
DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agovpyia Yroypdoetar yio, Kot €K LEPOLS TOV/TNG Hugpounvia ékdoong
ES Funcién Firmada por, y en nombre de Fecha

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

IT Funzione Firmato a nome e per conto di Data di rilascio
LV Amats Parakstits §adas personas varda Izdosanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas Isdavimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funcéo Assinado e em nome de Data de emissdo
RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Déatum vydania
SV Funktion Undertecknat for och pé uppdrag av Datum for utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
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Abbott

EU Declaration of Conformity

EN Supersedes Signature Date of Approval
BG 3amecTBa Ioanuc Jara Ha oj100peHne
CS Nahrazuje Podpis Datum schvaleni

DA | Erstatter Underskrift Godkendelsesdato
DE Ersetzt Unterschrift Datum der Genehmigung
EL Avtikadiotd Yroypaen Huepounvia £ykpiong
ES Sustituye Firma Fecha de aprobacion
ET Asendab Allkiri Heakskiitmise kuupdev
FR Annule et remplace Signature Date de ’autorisation
HR Zamjenjuje Potpis Datum odobrenja

HU | Hatélytalanitja a kovetkezé dokumentumot: Aldiras Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts Apstiprinasanas datums
LT Pakeiéia ParasSas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia
PT Substitui Assinatura Data de aprovacdo
RO | Tnlocuitor Semnatura Data aprobarii

SK Nahréadza Podpis Déatum schvélenia
sV Ersétter Namnteckning Datum foér godkénnande
TR | Yerini aldig1 belge Imza Onay Tarihi

EN Place Issued Effective (Date or Lot Number)

BG MsicTo Ha u3aBaHe B cuiia o1/3a (1aTa MM HOMEp Ha MapTHIA)

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Témog ékdoong e 1oy and (Huepounvio M ap. moptidog)

ES Expedida en Efectiva (fecha o nimero de lote)

ET Valjaandmise koht Joustumine (kuupdev vai partiinumber)

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

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

HU Kiadas helye Hatalybalépés (datum vagy tételszam)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO | Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uginnost’ od (d4tum alebo &islo 3arze)

SV Plats for utfardande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)
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Abbott

EU Declaration of Conformity

EN

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

BG

Hue, nonynoanucanuTe, ¢ HACTOSIIOTO JCKJIapUpaMe, Y€ rOpeOHCaHOTO(UTE) MEUIIMHCKO (1) U3/eine(s) 3a HHBUTPO JUAarHOCTHKA OTroBapsi(T) Ha
npuiIokuMuTe pasnopendu Ha Pernmament (EC) 2017/746 na EBponeiickus napaament u Ha ChBeta ot 5 anprt 2017 r. OTHOCHO MEAULMHCKHTE U3/EIIMs 38
MHBUTPO JUarHocTUka. Ta3u pexapanus e HanpaBeHa B cboTBeTcTBHE C [Ipunoxenune [V na Perimamenta 3a IVD u 3a He#HOTO n3jaBaHe OTTOBOPHOCT HOCH
€IMHCTBEHO MPOU3BOAUTEIISAT.

CSs

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

DA

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

DE

Wir, die Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tber In-vitro-Diagnostika erfillen. Diese
Erklarung erfolgt geméaR Anhang IV der IVD-Verordnung und wird unter alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypaepovteg, SNAOVOLLE LE TO TAPOV OTL TU TPOUVAPEPOLEVE SIOYVOOTIKE LLTPOTEXVOAOYIKA TTPOTOVTO GUUHOPPAOVOVTUL LE TIG IOXVOVOES
Swata&erg tov Koavoviopoo (EE) 2017/746 tov Evponaikod KowopovAiov kot tov Zvpfovliov g 5™ Ampikiov 2017 oyetikd pe to in vitro Stoyvootikd
TpoTEYVOAOYIKA TpoiovTa. H diwon avtn yiverar ovppova pe to [apdpmpa 1V tov Kavovicpod 1VD kot ekdidetat pe omokhelotikh evfvvn tov
KOTOOKEVOOTH

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnéstico 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 exclusiva responsabilidad del
fabricante.

ET

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

FR

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

HR

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

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurépai Parlament és a Tandcs in vitro diagnosztikai
orvostechnikai eszkdzokr6l szo16 (EU) 2017/746 (2017. aprilis 5.) rendelete (IVD rendelet) vonatkoz6 rendelkezéseinek. A jelen nyilatkozat megfelel az IVD
rendelet IV. mellékletében foglalt eldirasoknak, és a gyartd kizardlagos felel6ssége alapjan keriilt kiadasra.

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) &(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro. Questa
dichiarazione ¢ redatta in conformita all'allegato 1V del regolamento IVD ed é rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

MeEs, apaksa parakstijusies, ar $o pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbi|§t Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemé&rojamajam prasibam par in vitro diagnostikas mediciniskam iericem. St deklaracija ir sagatavota saskana
ar IVD regulas IV pielikumu un par izdosanu atbild vienigi raZotajs.

LT

Mes, toliau pasiraiusieji (-iusiosios), pareiskiame, kad anksciau minéta (-0s) in vitro diagnostikos medicinos priemone (-¢s) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas. Si deklaracija yra parengta
vadovaujantis IVD reglamento IV priedu ir yra i§duodama tik gamintojo atsakomybe.

NO

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

PL

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

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnéstico in vitro descritos acima estdo em conformidade com as disposicdes
aplicaveis do Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in
vitro. Esta declaracéo é feita em conformidade com o anexo IV do Regulamento 1VD e é emitida sob a exclusiva responsabilidade do fabricante.

RO

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

SK

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

SV

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

TR

Biz, asagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Yo6netmeligi ile 5 Nisan
2017 tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu beyan ederiz. Bu beyan IVD Yénetmeligi Ek IV uyarinca
yapilmistir ve fireticinin miinhasir sorumlulugu altindadir.

End of form
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Abboit
EU Declaration of Conformity
Basic UDI-DI: 038074DALOCOSFW
Basic UDI-DI Name: ARCHITECT Sample Cups
Risk Class: Class A
List I?umber Product and Trade Name GMDN Code EMDN Code
and Size Code
7C14-01 ARCHITECT Sarple Cups 56676 W0201020185
Manufacturer ! Abbott Laboratories
(Name and Address} ; 1915 Hurd Drive
Irving, TX 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott GmbH
(Name and Address) | Max-Planck-Ring 2

65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

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

NYPRO CHICAGO
955 Tri-State Parkway
Gumee, IL 60031 USA

Conformity Assessment Procedure

Annex II and I

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, and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Couneil of § June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex IT
of the Machinery Directive and is issued under the sole responsibility of the manufacturer.

Full Name: Thomas Creel Full Name: Amanda Peoples
Sr. Director, Instrument and Automation
Function: _Quality Function: _Projget Manager, Regulatory Affairs
{
Signature: %M@ M Signature:
Date of Approval: / ?/fjef' ﬁﬂ 22 Date of Approval: / (g = M ~ 2022
Signed for, and on  Abbott Laboratories
behalf of: 1915 Hurd Drive
Irving, TX 75038
Date Issued: /(p - éQ,O - Gv. Place Issued: Irving, Texas
' Effective (Date
Superscdes: 24 May 2022 or Lot Number): / t y < w - 26 ‘2 2
4




| EN EU Declaration of Conformity Basic UDI-DI Basie UDI-DI Name
BG | EC MEKJAPALHA 3A CHOTBETCTBHE Fazos UDI-DI Hanmenopaline Ha Gazop UDI-DI
Cs EU PROHLASENI O SHODE Zikladni UDI-DI Nazev zdkladniho UDI-DI
DA | EU-OVERENSSTEMMEESESERKLERING Grundlaggende UDI-DI Grundlzggende UDI-Di-navn
DE EU-KONFORMITATSERKLARUNG Basis-UDI-DI Basis-UDI-DI Name
EL AHALOSH TYMMOP®QEHE EE Bagwé UDI-DI Ovopaain fucicod UDI-DI
£8 DECLARACION UE DE CONFORMIDAD UDI-BI Bésico Nombre UDI-DI Bésico
ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nitni
FR Déclaration de conformité UE WUD-ID de base Nom [UD-ID de base
HR | EUIZJAVA O SUKLADNOSTI Osnovni UDI-DI Naziv osnovnog UDI-DI
HU | EU-MEGFELELOSEGI NYILATKOZAT Alapvetd UDI-DI Alapvetd UDI-DI neve
IT Dichiarazione di conformita UE UDI-DI di base Nome UDI-DI di base
LV ES athilstibas deklaracija Pamata UDI-DI Pamata UDI-DI nosankums
LT ES ATITIKTIES DEKLARACIIA Bazinis UDI-DI Bazinie UDI-DI pavadinimas
NO | EU-samsvarserkleting Grunnleggendes UDI-DI Grunnleggende UDI-Dl-navn
PL DEKLARACIA ZGODNOSCI UE Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAC UE DE CONFORMIDADE UDI-DI bésico Nome UBN-DI Bésico
RO__: Declaratia de Conformitate UE UDI-IA de bazi Nume UDI-DY de bazi
SK EU VYHLASENIE O ZHODE Zékladny UDI-DI Nizov zikladného UDI-DI
sV EU-FORSAKRAN OM OVERENSSTAMMELSE | Giundlaggande UDI-DI Namn pa grundlaggande UDIL-DI
TR | AB Uygunluk Beyam Temel UDI-DI Temet UDI-DI smi
EN Risk Class List Number and Size Code Product and Trade Name
BG | Knac cnope/l pHcka KaTtanomen HOMEp H KoJi Ha pasmepa HMe Ha npojIyKTa H TBPTOBCKO HAHMEHOBAHHE
Cs Rizikové tfida Katalogoveé dislo 2 koncové dvojéishi uréufici Mizev produktu 2 cbchodni nazev
velikost soupravy
DA | Risikoklasse Bestillingsnummer og sterrelseskode Produki- og varemerkenavn
DE | Risikoklasse Bestellnummer und GrisBencode Produkt- und Handelsname
EL Kanyyopia xivdivor Kaedikog Tpoidviog wur Kadioc Tuoksvuoiog [Ipoidy ku Epmopua] Ovopacia
ES Clase de riesgo Namero de referencia v codigo de tamaiio Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote ptmetus ja kaubanimi
FR Classe de risque Réference Nom de produit et de marque
HR | Klasarizika Katalogki broj i oznaka pakiranja Naziv proizvoda i zasticeni naziv
HU Keockdzati osztaly Listaszém és készletkiszerelés-kod Termék- és kereskedelmi név
IT Classe di rischio Numero di listino ¢ codice formato Prodoito ¢ nome commerciake
LV | Riskaklase Kataloga nusmtss un izméra kods Produkta nosavkuns un tirdzoiecibas nosankums
LT Rizikos klasé Katalogo numeris ir dvdzio kodas Gaminie ir prekybinis pavadinimai
NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn
PL Klasa ryzyka Numer katalogowy Nazwa produkiu i nazwa handlowa
PT Classe de risco Niimero de lista e cddigo de apresentagio Produto @ nomé comercial
RO | Clasa de risc Numir de listd si cod dimensiune Denumirea produsului si dentumirea comerciald
SK Rizikova trieda Katalogové gislo Nizov produkiu a obchodny ndzov
SV Riskiklass Listnomymer och storlekskod Produkt och firmanammn
TR Risk Simfi Liste Numarasi ve Boyut Kodu Uriin ve Ticari smi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) | Manufacturer SRN
BG | Kox GMDN Kop EMDN TpoRzroTHTeN (HME H APEc) EPH na npon3pogETe st
CS | Koéd GMDN Ka&d EMDN Vyrobee (ndzev a adresa) Jediné registraéni Cislo vyrobee
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersieller (Name und Adresse) Herstcller-SRN
EL | Kodibe GMDN (Ovopazohoyic | Kedwég EMDN (Ovopatoloyie Keraoksououig (Ovop ko SRN (Movadmis Ambuo; Mzpaouw)
AXTPOTENVOLOVIKEY IPOIOVTOIV) X TPOTEYVOROYIKOV MPOROVTOV) Agidovon) K aruorcoacti
ES | Cédigo GMDN Codigo EMDN Fabricante (nombre y direccién) SRN (niimero de registro dnico) del
fabricante
ET | GMDN-kood EMDN-keod Toofja (nimi ja aadress) Tootja unikaalne regisirecrimisnumber
FR | Code GMDN Code EMDN Fabricant {(nom et adresse) Numéro d'enregistrement unique du
fabricant
HR | GMDN kod EMDN kod Proizvodad (naziv i adresa) 8RN {jedinstvent registracijski broj}
proizvodata
GMDN-kod EMDN-kdd Gyantd (név és cim) Gyantd egyedi regiszirdcios szama
(SRN)
IT | Codice GMDN Codice EMDN Fabbricante (nome ¢ indirizzo) SRN (numero di registrazione unico)
del fabbricante
LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotija vienotais registricijas numurs
(VRN)
LT | Visuyotinés medicinos priemoniy | Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos
nomenklatiiros kodas nomenklatiiros kodas numetis
NO | GMDN-kode EMDN-kode Produsent {navn og adrosse) Produsentens SRN
PL | Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres}) Niepowtarzalny numer rejestracyjny
Wyrobéw Medycznych producenta
PT | Cédipo GMDN Codigo EMDN Fabricants (Nome ¢ Morada} MNumero Unico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor {nume si adresd) SRN producitor
SK | Kéd GMDN Kéd EMDN Virobea (Nizov a adresa) Jedingé registraéné tislo (SRN) vyrobou
SV | GMDN-kod EMDN-ked Tillverkare (namn och adress) Tilkverkarens SRN
TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN'si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YnemmomomeH IpeJcTABHTEN (HMS H aipec) EPH Hz yImLTHOMOMSHAA NIPeACTABHTEN Mper3seaeto oT (MACTO Ha MPOHIBOACTEC) (HMS H
afpec)
C8 Zplmomoenény zistupce (ndzev a adresa) Jeding registraéni &islo zplnomocnného zdstupce Vyrobeno (misto viroby) (ndZev a adresa)
DA | Autoriseret reprsentant (navn og adresse) Autoriseret repraesentanis SRN Produceret af (fabrikationssted)
(Navn og adresse}
DE | Bevollmichtigter (Name und Adresse)} SRN des Bevollmiichtigten Hergestelit von (Herstellungsstandort)
(Name und Adresse)
EL | Efovowdomuévog Avimpéaonos (Ovop Kol SRN EZovsodompivor Avaspocanon Kateaxsvilsta and (Epyoovacic napaynyns)
AsiBuvon) {Ovopagic xo Awiboven)
ES | Representante autorizado (nombre y direccion)} SRN (nbmero de registro linico) del represertante Producido por (Lugar de fabricacién) (Nombre v
awtorizade direccidn)
ET | Volitatud esindaja (nimi ja aadress) Volitatud ¢sindaja unikaalne registreerimisnomber | Taotnud {toctmiskoht) (nimi ja aadress)
FR | Mandataire (nom et adresse) Numéro d'enregisirement unique du mandataire Produit par (sitc de fabrication)
{nem et adresse)
HR | Ovlasteni zastupnik {naziv i adresa) 8RN (jedinstveni registracijski broj) ovladtenog Proizvodi (Mjesto proizvodnje)
2astupnika {Naziv i adresa)
HU | Meghatalmazott képviseld (név és cin) Meghatatmazott képviseld egvedi regisztricios Gyarté {pyinas helye)
szdma (SR} {név és cim)
IT Mandatario (nome ¢ indirizzo) 8RN {numero di registrazione unico) del Prodotto da (sito di fabbricaziong)
mandatario {nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarofa parstavja vienotais registricijas numurs RaZots {raZoganas vieta)
(VRN {nosaukums un adrese)
LT | Jgaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den antoriserte representantens SRN Produsert av (produksjonssted)
{navn og adresse)
PL | Upowazniony przedstawiciel (nazwa i adres) Nigpowiarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkeji)
upowaznionego przedstawiciela {nazwa i adres)
PT | Mandatirio (Nome ¢ Morada) Namero Gnico de registo do mandatério Produzido por (Local de fabrica)
{Nome ¢ Morada)
RO | Reprezentant autorizat (nume si adres) SRN reprezentant sutorizat Produs de cdtre (locatie productie) (nume gi adress)
SK | Autorizovany zistupca (ndzov a adresa) Jediné registradné &slo (SRN} autorizovaného Vyrobené (miesto viroby)
zastupon {nazov a adresa)
S8V | Auktoriserad representant (namn och adress) Anktoriserad representants SRN Tillverkas av (tillvedmingsort) (namn och adress)
TR | Yetkili Temsilei (Isim ve Adres) Yetkili Temsilei SRN'si Uretici {Uretim Tesisi)

{Isim ve Adres)




EN | Conformity Assessment Procedure Annex II and 111 Full Name

BG | Tipouesaypa 33 0ligHKA HA CHLOTBSTCTRHETO Mpunokenne I # 111 [0 HaUMSAORAHAE
CS | Postup posuzovini shody Ptiloha It a I Cely nhzev

DA | Overensstemmelsesvurderingsprocedure Bilag IT og TJI Fulde navn

DE | Konformitaisbewertungsverfabren Arthang 1T und 111 Vollstindiger Name
EL AnSkooin aS0)OyNOTE CORPOPPROTTE Tierpapenpuer 1T von 111 TTAjpnc ovopacia
E8 | Procedimiento de evaluacion de la conformidad Anexos I y III Nombre complsto
ET | Vasiavushindami cilus 11 ja III liga Tiisnimi

FR. | Procédure d’évaluation de la conformité Annexes I et III Nom complet

HR | Postupak acienjivanja sukladnosti Prilog II. i 11 Puni naziv

HU | Megfeleléségértékelési eljaras II. és HI. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati IT e TII Nome completo

LV | Atbilstibas novEnZianas procediiva 1T un HI piclikums Piles nosaukums

LT | Atitikties vertinimo procediira 1L ir III priedai Vardas ir pavardé
NO | Framgangsmite for samsvarsvurdering Vedlegg II og 111 Fullt navn

PL | Procedura oceny zgodnodci Zalgepnik 11 oraz L Imie i nazwisko

PT | Procedimenio de avaliacio da conformidade Anexo Il e Il Nome completo

RO | Proceduri de evaluare a conformitatii Anexa Il i Il MNumele complet

Sk Postup posudzovania zhody Priloha IT a 111 Cely nazov

SV | Farfarande for beddmning av Sverensstimmelse Bilaga IT och ITI Fullstandigt namn
TR | Uygunivk Degerlendirme Prosedi Ek II ve III Adt Soyad

EN Function Signed for, and on behalf of Date Tssued

BG | JrsxHoCT Ilonucano 3a B OT HMETO A3 Jlata Ha W3naBane
CS Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pa vegne af Tdstedelsesdato

DE Funkiion Unterzeichnet fiir und im Aufirag von Datum

EL Asrtovpyin Y royppetar yio Kl 5K PEpovs Ton/me Huspopmvia £xdoone
ES Funcién Firmada por, v en nombre de Fecha

ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viiljaandmise kuupiev
FR Fonction Signé par et au nom de Date d'établissement
HR | Funkcija Potpisano za i u ime Datum izdavanja
HU | Beoszids Aldirs a kivvetkezd képviseletében &s nevében Kiaddis dituma

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

LV | Amatsy Parakstits $adas personas vardd [zdoganas datums
LT Pareigos Subjekto. kurio vardu pasimfoma, pavadinimas [Edavimo data

NO | Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Fungio Assinado e em nome de Data de emissio

RO | Functia Semnat pentru i in numele Data eliberfsii

SK Funkcia Podpisané za a v mene Diétum vydania

8V | Funkiton Undertecknat for och pd uppdrag av Datum for wtfirdande
TR Girevi Namina ve temsilen imza Diizenlenme Tarihi




EN | Supersedes Sisnature Date of Approval
BG | 3amecrea Toanuc Jlara Ha o cHHE
CS | Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Crodkendelsesdato
DE | Ersetzi Unterschrift Datum der Genehmigung
EL Avucabotd Yrorpoupiy Hpzpopnvia syxprong
ES | Sustituye Firma Fecha de aprobacidn
ET__ | Asendab Allkiri Heakskiitmise kuupiev
FR | Annuleet lace Signature Date de Pantorisation
HR | Zamjenjuj Potpis Datum odobrenjz

HU | Hatdlytafanitja a kivetkezé dokumentumet: Alairas Jovihagyas ddtuma
T Sostituisce Firma Data di approvazione
LV | Aizstaj Paraksts Apstiprinifanas datums
LT | Pakeitia ParaSas Patvirtinime data

NO | Erstatier Signatur Godkjenningsdato

P1. | Zastepuje Podpis Data zatwierdzenia
T Substitui Assinahira Data de aprovagéo
RO | Inlocuitor SemnXturk Data aprobirii

SK | Nabridza Podpis Détum schyilenia

8V | Ersitter Namnteckning Datum for godicinnande
TR | Yerini aldigi belge Imza Onay Taribi

EN | Place Issued Effective (Date or Lot Number)

BG | Micto #a u3naranc B cuna o1/3a (J1aTa WIH HOMEp Ba IapTHA)

Cs Miste vvdini Uginné od (datum nebo &islo sarze)

DA | Udstedelsessted Tkrafitredelse (dato eller lotmummer)

DE | Ont Gilltig ab (Datum oder Chargenbezeichnung)

EL Témoc Exdoorg ¢ 1oy ol (Hpepopnvia 1 ap. muptidag)

ES Expedida en Efectiva (fecha o nimero de Jote)

ET Villjaandmise koht Jéustumine (kuupéev vdi partiinumber)

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

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

HU | Kiadds helve Hatélybalépés (ddtum vagy tételszdm)

T Luogo dirilaseio Valido da (data o numero di lotto)

LV [zdodanas vieta Spéka no (datums vai partijas numurs)

LT | Iidavimo vieta [sigalioja (data arba partijos numeris)

NO | Utstedelsessted Gielder fra (dato eller lotnummer)

PL Migjsce wydania Obowigzuje od (data lub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numdnil lotului)

SK | Miesto vydania Uinnost od (datum alebo &slo 3arke)

sV Plats fir wiffirdande Verkstiilligt (datum eller lotnummer)

TR Ditzenlendigi Yer Yirfrltk (Tarih veva Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitre Diagnostic Medical Devices; and additionaily
conforms applicable provisions of Directive 2611/65/EU of the European Parliament and of ¢the Council of 8 June 2011 on the resiriction of the use of
certain hazardous substances in eectrical and elecéronic equipment, and to applicable provisions of Directive 2006/42/EC of the European Fartiament
and of the Conneil of 17 May 2006 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member states,

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex 1k of the Machinery
Directive and s i d under the sole responsibility of the manufacturer.

Hee, aomynoaimHcaHATe, ¢ HACTOMAEOTO JSKTAPHPEME, Te FOPEONHCAROTO(KTE ) ME,EI;[I'I.I'BHGKO(H) nme:me(a) 34 HHEHTPO ARArHOCTHKA OTrOBapA(T) Ha
NpuMKHMHITE paznopentu ua Pernament (EC) 2017/746 na Enponefickun napiamMeHT % Ha ChBeTa oF 5 anpist 2017 I, OTHOCHO MeAHIMHCKHTS H38/NA 34
WHRHATPO AHArHOCTHKA, OCBEH TOBA OTrOBAPA(T) Ha NPWIOKEMHTE paciopentn Ha Jippexrupa 2011/65/EC na Epponelickns mapnamenT H Ha ChBeTa 0T 8 fom#
2011 1. 0THOCHC OFPAHKYSHHETO Ha YoTpelaTa Ha OIPE/ICIICHH OTIACHH BCMSCTEA B ¢/ICKTPHISCKOTO H eeKTPOHE0Te 000pYABAte H HA APHAOAMMHETE
pasnopeabin ma Hupexmupa 2006/42/EC na Esponeiiciun naprament o Ha CyeeTa oT 17 maif 2006 r. oTHocHo MAmMENTE, W 34 H3MeHEHES Ha [lupekTHBa
95/16/EQ, KaxTo ¢ TPAHCHORHPAHA B HAEHOHATHOTO 3aKOHOZATEACTED HA LPAABHTE SASHKH.

Ta2g AexNapams ce NpakE B CROTRETCTRES ¢ IIpWiokenne IV Ha PernaMenta 2a IVD, Tpaaoxerne VI na JIHpekmiBaTa 2a 0rpaHAIaRAHES H GIIACHHTE
pemecTra (ROHS) v [puiomenue I Ba /{HpekTHBaTa 0THOCHO MATIHHMTE H 34 HEHHOTO M3/laBale OTIOBOPHOCT HOCH e/IHHCTREHO IPOHIBO/IHTEEAT.

C8

My, niZe podepsani, timto prohlagujeme, Ze diagnosticky(-é) zdravotnicky(-6) prositedek (prostfedky) in vitro uvedeny(-é) vyde je (jsou) ve shodé s piisluSnymi
ustenovenimi natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou}
déle ve shodé s ptisluinymi ustanovenimi smémice Evropského parlamentu a Rady 2011/65/EU ze dne 8. fervia 2011 o omezeni pouZivéni nélderych
nebezpstnyeh litek v elektrickych a elektronickych zafizenich a s prisluinymi ustanovenimi sm&mice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kv&tna 2006 o strojnich zafizenich a 0 zméné sm3mice 95/16/E8, jak byla prevedena ve vnitrosldtnim pravu &lenskych stath. Toto prohldfent je v souladu s
Ptilohou IV nafizeni VD, Pilohot VI smémice ROHS a Prilohou II smémice o strojnich zafizenich a je vydino na vyhradni odpovédnost virobee.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overenssternmelse med de geeldende
bestemms!ser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser | Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udatyr samt overholder geldende bestemmelser : Furopa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret | medlemsstaternes lovgivning.

Denne erklzring afgives i overenssteinmelse med [VD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag 1 og udsiedes under
fabrikantens encansvar,

DE

Wir, dic Unterzeichner, erklaren hiermit, dass das oben beschriebene In-vitro-Diagnostikumydie oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU} 2017/746 des Europdischen Parlaments und des Rates vom 5. April 2017 tiber In-vitro-Diagnostika erfilllen und zusatzlich
die enisprechenden Bestimmungen der Richtlinie 2011/65/EU des Ewopaischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrinkung der Verwendung
bestimmter gefahrlicher Stoffe in Flekiro- und Elektronikgeriten sowie der Richtlinie 2006/42/EG des Europiischen Parlaments und des Raies vom 17. Mai 2006
aber Maschinen und zur Anderung der Richtlinie 95/16/EG gemaf Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklsrung erfolgt gemaB Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlini¢ und Anhang TI der Maschinen-Richtlinie und wird unter
alleiniper Verantwortung des Herstellers ausgestellt.

EL

Epeic, o1 vnoypdpoviss, Snhdvoops ps w0 Aupdv 6T 16 Tpotvapepdpevo Siuyvaotucd Lutpowxvnwlca APOTOVIE COPUOPPEHVOVTLE e ng wxuowag Satddag
tor Kavoviopod (EEY 2017/746 tov Eoparaixod Kowoflovkiov ke wou Eopfovdion g 5% Axpdiow 2017 oygtcd pe wi in vitro Suwyvootikd wapotegvoloyud
TPOIdVIU KuL SAIGTS CuppOpEdVOvTaL pE TG wybotos Swaibe g Odnyiag 2011/65/EE tov Evpanaiicot Kowofovhion xas Tov ZupPoviion g 8™ Iouvion
2011 GypuKd PE TOVS AEPOPICHOVS OT EPTOT CUYKEKPYEVOY STIKIVEIVEY CUcKDY OTOV LEKTPICS kil NAEKTPOVIKG sEorMopd, kabdg KuL pe 115 ioyiovos
Suiit sig me O3nyiag 2006/42/EK tov Evpenmaios KowoBovkion ket tov ZvpBoviiov mg 17" Muiov 2006 oysuxd pe tov pnyevikd sbordopd ke oy
TpomomomyTiy Ofnyyin 95/16/EK daog avtl perepspdars oTn vopodssic tov kpatdy peddv. H imon ave vivens sdpeova ps o Hupdpmpe IV tov
Kovoviopod IVD, o Houpapmpe VI-mg Odnying ROHS xaw to Mepdptne I mg Odnylag yus tov papmovikd sLorhopd ko sxdibeun pe exohacurs subovy
TOW Kl I(lOk[‘.lKlf}Tl]

ES

Nasotros, los abajo firmantes, por la presente declaramos que elflos) producto(s) sanitario(s) para diagnéstico in vitro descnto(s) anteriorments cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parfamento Europeo y del Conssjo del 5 de absil de 2017 sobre productos sanitarios para diagnéstice
in vitro, v ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU de) Parlamento Europec y del Conssjo del 8 de junio de 2011 sobre
restricciones a la vtilizacién de determinadas sustancias peligrosas en aparatos eléctricos v electrimicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Buropeo v del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como s¢ ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexe VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitams, ¢t sespoot kigjeldatud in vitro diagnostikameditsiiniseadimed vastavad Euroopa Parlamendi ja nSukogu 5. aprilli 2017. aasta
mairuse (EL) 2017/746 (m vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vasiab see kohaldatavatele sitetele Eurcopa
Parlamendi ja ndukogu 8. junni 2011. aasta direkziivis 201 1/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja eleldroonikaseadmetes) ja
Eurcapa Patlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kasitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on tle vietud
likmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD misruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/zont 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, aux
dispositions applicables de la Directive 201 1/65/UE du Parlement européen et du Conseif du 8 juin 2011 relative a la limitation de I"utilisalion de ceriaines
substances dangereus&s dans les équipements électriques et électroniques, aux dispositions applicables de Ia Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformeément 4 1 Annexe IV du R3glement DIV, 4 1’ Annexe VI de la Directive ROHS ainsi qu'a I’ Annexe I de Ia Directive Machines
sons a seule responsabilité du fabricant.

HR

Mi, niZe potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i} sukladni primjenjivim odredbama Uredbs (EU)
2017/746 Europskog parlamenta i Vijeda od 5. travnja 2017. o in vitro dijagnostitkim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Furopskog parlamenta i Vijeéa od 8, lipnja 2011. o ograniéenju uporabe odredenih opasnih tvari u elekiriénoj i elektroni®koj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parfamenta i Vijeéa od 17. svibnja 2006. o strojevima zamjenjujuéi Direktivu 35/16/EZ kako je pretofeno u zakone
dr¥ava lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI Direktive ROHS i Prilogem II. Direldive o strojovima i izdaje se pod iskljucivom
adgovomnoicu proizvodada.

Alulicottak ezennel kijelentpiik, hogy a fent leirt in vitco orvostechnikal eszkdz(6k) megfelel{nek) az Europai Parlament és a Tandcs in vitro diagnosziikai
orvostechnikai eszkizoked1 52616 (EU) 2017/746 (2017, dprilis 5.) rendelete vonatkozd rendelkezéseit; tovabba az Eurdpai Parlament és a Tandes egyes veszélyes
anyagok elektromos és slekironikus berendezésekben vals alkalmazasanak korlatozasdrol sz6lé 2011/65/EU (2011. jinius 8.) irinyelve (RoHS irdnyelv)
vonatkozé rendelkezéseit; valamint az Furépai Parlament és a Tandcs a gépekrdl és a 95/16/EK irdnyelv modositisirél sz616 2006/42/EK (2006. mijus 17.}
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiitet rendelkezéseknek. A jelen nyilatkozat megfelet az IVD rendelet IV. melléldetében, a RoHS
iranyelv VI mellékletében és a gépekrtl szolo iranyelv IL mellékletében foglalt eldirasoknak. és a gyartd kizdarolagos feleldssége alapjin kerlilt kiaddsra.




Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Viire Diagnostic Medical Devices; and additionally
conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the Counell of 8 June 2611 on the restriction of the use of
certain hazardous substances in electrical and electronic equipment, and to applicable previsions of Directive 2006/42/EC of the Enrepesn Parliament
and of the Council of 17 May 20606 on machinery, and amending Directive 95/16/EC as transposed into the laws of the member siates.

This declaration is made in accordance with Annes IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex II of the Machinery
Directive and is issued umder the sobe responsibility of the manufacturer.

Noi, i sottescritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostice{i) in vifro sepra descritto(i} é(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamente europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; é(sono)
inoltre conformei) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo ¢ del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature ¢letiriche ed ¢letironiche, ¢ alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europso
& del Consiglio del 17 maggio 2006 relativa alle macchine ¢ che modifica la direttiva 95/16/CE come recepite nelle legislazioni deghi Stati membri. Questa
dichiarazione & redatta in conformita allallegato IV del regolamento IVD, all'allegate VI della direitiva ROHS ¢ all'allegato I della direttiva macchine ed &

Mes, apakia parakstijusies, ar $o pazigojam, ka ieprieks apraksiita{-s) in vifro diagnostikas mediciniski(-s) ierice(-es) afbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericEm un papildus prastham, kas noteikias
Eiropas Parfamema un Padomes Direldiva 2011/65/E8 (2011. gada 8. jinijs) par dazu bistamu vielu izmantoanas icrobeZofanu elekiriskis un eleldtroniskas
iekartas un Eiropas Parlamenta un Padomes Direldiva 2006/42/EK (2006. gada 17. maijs) par ma§fdm, un ar kuru groza Direktiva 95/16/EK, ki 13 ieviesta
dalibvalstu tiesibu aktos.

81 deklaricija ir sapatavota saskand ar IVD regulas IV piclikumu, ROHS direktivas VI pielikumu un Direktivas par maSindm II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasiradivsieji {-iusiosios), pareifkiame, kad anks¥iau minéta (~0s) in vitre diagnostikos medicinos priemons (-¢9) atitinka 2017 m. balandZio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikny pavojingy medZiagy naudojimo etekiros ir ¢lektroninéje jrangoje apribojimeo
taikomnas nuostatas ir 2006 m. geguZés 17 d. Evropos Parlamento ir Tarybos direktyvos 2006/42/EB dét masiny, i8 dalies keifiandios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

$i deklaracija yra parengta vadovaujantis IVD reglamento TV priedu, ROHS direktyvos VI priedu ir Maginy direktyvos 1F priedu ir yra ifduodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklarer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning {(EU} 2017/746 av 5. april 2017 om medisinsk utstyr til i vifro-diagnostikk, og yiterligere overholder gjeldende bestemmelser i
Furopapattaments- og ridsdirektiv 201 1/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og ridsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne etklaeringen er utarbeidet i overenssiemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg I i maskindirektivet og er

utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym oswiadczamy, Ze wymieniony({-¢) powyzej wyrdb{wyroby} medyczny(-¢} do diagnostyki in vitro spelnia(-j3) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskicgo i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwea 2011 r. w sprawie ograniczenia stosowania niektérych
nicbezpiecznych substancii w sprzecie elekirycznyn i elektronicznym, Dyreldywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 1. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw czlonkowskich.

Ninicjsza deklaracja zostata sporzadzona zgodnie z Zalacznikiem IV Rozporzadzenia IVDR, Zalycznikiem VI Dyrekdywy ROHS oraz Zalycznikiem I
Dyrektywy Maszynowej i wydana na wylaczng odpowiedzialnoéé producenta.

Nog, abaixo assinados, declaramos que os dispositives médicos para diagnéstico in vitro descritos acima estio em conformidade com as disposigles aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de § de abril de 2017, relative aos dispositivos médicos para diagnéstico in vifro, e
adicionalmente, em conformidade com as disposigbes apliciveis da Diretiva 2011/65/UE do Parlamente Europeu e do Conselho, de 8 de junho de 2011, relativa 4
restrigio do uso de determinadas substincias perigosas em equipamentos elétricos ¢ eletronicos, e com as dispasigbes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europen & do Conselha, de 17 de maio de 2006, sobre maquinas ¢ que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros,
Esta declaragho é feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo H da Diretiva relativa s Méquinas ¢ & emitida
sob a exclusiva responsabilidade do fabricanie.

RO

Subsemnatii, declarim ci dispozitivul {dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conferme cu dispozifiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consitiului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respects dispozitiile aplicabile din Directiva 201 1/65/UE a Parlamentului Europ<an §i a Consiliubui din 8 iunie 2011 privind restricfia utilizirii anumitor
substanie periculoase in echipamertele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CFE a Parlamentului European i a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusi in legile statslor membre.

Prezenta declaratic este emisd in conformitate ou anexa IV la Regulamentul I'VD, anexa VI fa Directiva ROHS §i anexa I la Directiva utilajelor §i este emisd sub
responsabilitatea exclusivd a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, Ze diagnosticka(-¢) zdravotnicka{-¢} pombcka(-y) in vitro uvedené(-¢) vy&¥ic je (s0) v zhode s prisudnymi ustanoveniami
Nariadenia Europského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnestickych zdravotnickych pemécekach in vitro; a Ze je (s) d'alej v zhode

s prislugnymi ustanoveniami Smemice Ewrdpského parfamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania urgitych nebezpednych latok

v elektrickych a elektronickych zariadeniach a s prisluinymi ustanoveniami Smemice Eurdpského parlamentu a Rady 2006/42/E8 zo 17. méja 2006 o strojovych
zariadeniach 2 o zmene a doplneni Smemice $5/16/ES tak, ako boli fransponované do zdkenov Elenskych Stitov. Toto vyhldsenie je v silade s Prilohou IV

k Nariadeniu VD, Prilohou VIk Smernici ROHS a Prilohou IT k Smernici o strojovych zariadeniach a vydiva sa na vyhradnd zodpovednost’ vyrobew,

sy

Vi, undertecknade, forsikrar harmed att den elfer de medicintekniska produkter £5r in vitro-diagnostik som beskrivs ovan dverenssizmmer med de tillampliga
bestimmelserna i Europaparlamentets och ridets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
Sverensstammer med de tillimpliga bestamatelserna i Europaparlamentets och ridets direktiv 2011/ 5/EU av den § juni 2011 om begrinsning av anvindning av
vissa farliga amnen i elektrisk och elektronisk ubrustning samt med de tillimpliga bestdmmelserna i Europaparlamentets och ridets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om andring av direktiv 95/16/EG (omarbetning) som inforlivais i medlemsstaternas lagstifining.

Denna forsakran gors i enlighet med bilaga IV tifl IVD-fSrordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utfirdas under
tillverkarens enskilda ansvar.

Biz, asagida imzalan bulunan, yukanda belirtilen in vitro diagnostik tibbi cthazlann, 2017/746 sayili Avrupa Parlamentosu (AB) Yoneimeligi ile 5 Nisan 2017
tarihli fn Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldufunu ve aynca elektrikli ve elektronik cihazlarda betirli tehlikeli maddelerin
kullanmmunm sundandinimasma iigkin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayihi Avrupa Parfamentosu Direltifinin ilgili hitkiimlerine, makinslere
iligkin 17 Mayis 2006 taribli Konseyin ve 2006/42/EC sayili Avrupa Parlamentosu Direktifinin ilgili htiklimlering ve tiye deviet yasalarina aktanlan 95/16/EC
sayih ek Dirckiife vygun oldugunn beyan ederiz.

Bu beyan IVD Yénetmeligi Ek IV, ROHS Direktifi Ek VIve Makineler Direkiifi Ek II uyarinca yapilmgtir ve fireticinin méinhasir sorumiulugu altnda

yvayinlanmstir.




End of form



a ABBOTT

Declaration of Conformity

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

5P02
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
;ggg@g 60922 ARCHITECT 25-OH Vitamin D Reagent Kit Self-declared
S5P02-35
5P02-01 54432 ARCHITECT 25-OH Vitamin I Calibrators Self-declared
5P02-10 54433 ARCHITECT 25-OH Vitamin D Controls Self-declared

Authorized European
Representative (name and address)

N/A

Storage of techmical documentation
{name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

laws of the member states.

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

of the manufacturer.

Signature: /EW L3 el Signature: A; vy dite CLJL“'FM
U —

Full Name: Siobhan Wright Eulame: Lorraine Whitney
Position: Director Quality Assurance/ Site Position: Senior Manager Regulatory Affairs
asition: .
Quality Head
D of Uy AFL-19 Date of Approval: {9 Ark 2014
Approval:
Uy - are-1a Abbott Ircland Diagnostics Division,
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,
Ireland
Supersedes: 17 Nov 2016 Effective (Date or 24-0N22 -19

Lot Number):
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