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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

Digitally signed by Ceaicovschi Tudor
Date: 2025.10.17 09:05:23 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

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

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



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

Declaration of Conformity

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

DoC-7C18 (re-standardised Mag-Sep) -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
7C18-29 48316 ARCHITECT Anti-HBs Reagent Kit Annex Il List A
7C18-39 4'83 16 ARCHITECT Anti-HBs Reagent Kit Annex I List A
7C18-33 48316 ARCHITECT Anti-HBs Reagent Kit Antiex TEList A
7C18-41 48316 ARCHITECT Anti-HBs Reagent Kit Annex II List A
7C18-42 48316 ARCHITECT Anti-HBs Reagent Kit Annex IT List A
7C18-03 41997 ARCHITECT Anti-HBs Calibrators Annex II List A
7CI18-13 41998 ARCHITECT Anti-HBs Controls Annex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
Ridlerstrafie 65

80339 Munich

Germany

Notified Body number

0123

Approval Certificate No.

V7001922 0012

Storage site of technical
documentation (name and address)

Abbott Ireland Diagnostics Dw1510n 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 Dlrectwe and is issued under the sole

responsibility of the manufacturer.

e B

2D2)

Signature: Signature:
¢ 1 Name:
Full Name: Toe: Mustay Full Name Noel Haren
Position: Director Quality Assurance/Site Position: Manager Regulatory Affairs
Quality Head
Date of Approval: \2 ok 2oy Date of Approval: | oy
Date Issued: [ g Oy 2020 Place Issued: AIDD, Sligo
Supersedes: 25 Nov 2019 Effective (Date or

1 o 202

Lot Number):




S s T e g ey . T A A et e ek a1 -

Declaration of Conformity

Certificate ddentification: DoC-7C18-40-A1DD Sligo
Legal Manufactugér’s Name: Abbott [reland Diagnostics Division
Legal Manufacturet’s Address: Finisklin Business Park, Sligo; lreland
List Numbers. | GMDN Cade Names and Description of Devices Classification
| and Size Code .
of Devices .
7CI8-40 48318 ARCRITECT Anti-HBs Specimen Diluent Self-deelnred

|suthorized- Eﬁmpean‘ Representative IN/A
[Name and:Address)

Storageof sitetechmieal ' - Abbott Ireland Diagnostics Div.isioﬁ, Finisklin Business Park, Sligo, lreland, '
| documentation:(Name and Address)

| I ™ | Deparment: Regulatory Affairs.
[ Marmodized:Simidards _ ‘ L‘isl_é:dfin the Technical Documentation

We, the widersigned,, hereby- declare that the in vitro diagnostic medical devices deseribed aboveand bearing
the:CE markifig, conform with the applicable provisions of the EC Directive 98/79/EC of'the European
Parliamient-and-of the Council 0f 27 October 1998-on In Vitro Diagnostic Medical Devices as.they are
transposed into the-laws of the member states.

This declarafion’ismade in accordance with Annex 111 of the 1VD Divective and is issted under-the:sole
responsibility of the manufacturer.

Signature: ,/fgj-e 4,1’\»-«&'\

Full Name:

Signature: ,ém,;«.& LJZM rl‘twg;
Full Name: ~

Joe Murray Lorgaine Whitney

Position: Quality Manager Position: Senior Manager Regulatary AfTairs
Date of Approval: o e 2 Dale of Approval: it Ydw: 2ol
Date Issugd: 11 31 200 F Place Issued: AIDD; Sligo
Supersedes: 27 May 2015 Effective (Date or I yaw 2012
Lot Number);




) Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:
Legal Manufacturer’s Address:

DoC-6C33 All DELK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers GMDN Names and Description of Devices Classification
and Size Code Code
of Devices
6C33-22 48298 ARCHITECT Anti-HBc IgM Reagent Kit (4x100 Tests) Annex II List A
6C33-27 48298 ARCHITECT Anti-HBc IgM Reagent Kit (1x100 Tests) Annex II List A
6C33-02 41981 ARCHITECT Anti-HBc 1gM Calibrators Annex II List A
6C33-11 41982 ARCHITECT Anti-HBc IgM Controls Annex II List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

Germany

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

Notified Body number

TOV SUD: 0123

Approval Certificate No.

TOV SUD: V7 010051 0121

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

) ’) #L Signature: %8{/)’1 h ('!' ( b. _Kﬂ

Signature:

Full Name:

Position:

Date of Approval:

|

Dr. Jérg Amborn Full Name: Susanne Ulrich
- Senior Manager Regulatory
Director Quality Assurance Position: Affairs
5 a Y / ) e Ay
/ZL LO-0¢~"( L Date of Approval: ZL?‘/ htr /Z(- {0
/
Date Issued: L6 // /%/’} 7 A—?é'.t ¢
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 17-Dec-2019

Effective (Date or

Lot Numbet): 6 / /[,;// D70




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

{isim ve Adres)
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EN

Notified Body {Name and Identification Number)

Conformity Assessment Procedure

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

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

BG | EC Cepridmkar M OBy cnsunpuranmy (OCY TBHO HAMMEHOBAHHE

CS | Cislo certifikatu EU Spoletné specifikace Cely nazev

DA | EU-certifikatnummer Falles specifikationer Fulde navn

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

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

ES Niamero certificado UE Especificaciones comunes Nombre completo

ET | EL-i sertifikaadi nr Ultsed kirjeldused Téisnimi

FR N° cenificat UE Specifications communes Nom complet

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

HU | EU-tanisitviny szima Egységes eléirisok Teljes név

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

LY ES sertifikata Nr. Kopigas specifikicijas Pilns nosaunkums

LT ES sentifikatas Ne, Bendrosios specifikacijos Vardas ir pavardé

NO | EU-sertifikatnr. Felles spesifikasjoner Fullt navn

PL Nr Certytikatu UE Wspdlne specyfikacie {mie i nazwisko

PT Certificado UE N® Especificagies comuns Nome completo

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

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

sV Numnmer pi EU-intyg Gemensamma specifikationer Fullstindigt namn

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

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

BG JINBIKHOCT TTOANHCAHO 23 1 OT BMETO Ha JlaTa Ha u3napane

Ccs Funkce Podepsano za a jménem Datum vydani

DA | Funktion Underskrevet for og pd vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Aufirag von Datum

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

ES Funcion Firmada por, ¥ en nombre de Fecha

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

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

HR__i Funkcija Potpisano za i u ime Datum izdavanja

HU | Beosztas Alaird a kovetkezd képviseletében és Kiadis dituma
ngveben

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

LV Amats Parakstits $8das personas vard3 Izdoganas datums

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

NO | Funksjon Signert for, og pd vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

PT Funciio Assinado e em nome de Data de emissio

RO | Funciia Semnat pentru si in numele Data eliberirii

SK Funkgia Podpisané za a v mene Détum vydania

sV Funktion Undertecknat for och pi uppdrag av Datumn for utfirdande

TR Girevi Narnina ve temsilen imza Diizenlenme Tarihi

EN_ | Supersedes _Signature Date of Approval

BG JamecTra [oanne Jlata Ha caodpeHHe

CS | Nahrazuje Podpis Datum schvileni

DA | Erstatter Underskrift Godkendelsesdato

DE | Ersetzt Unterschrifi Datum der Genehmigung

EL | Avorkabwri Yaoypuoi Hpepopnvia éykpans

ES Sustituye Firima Fecha de aprobacion

ET Asendab Alikin Heakskiitmise kuupéev

FR | Annule et remplace Signature Date de I'autorisation

HR. | Zamjenjuje Potpis Datum odobrenja

HU | Hatalytalanitja a kovetkezd dokumentumot: | Aldiras Jovahagyis datuma

iT Sastituisce Firma Data di approvazione

LY | Aizstij Paraksts Apstipring§anas datums

LT Pakeidia Paragas Patvirtinimo data

NG | Erstatter Signatur Godkjenningsdato

PL Zastepuje Podpis Data zatwierdzenia

PT Substitui Assinatura Data de aprovacgéo

RO | Inlocuitor Semngturg Data aprobirii

SK Naliradza Podpis Détumn schivalenia

SV Erséitter Namnteckning Datum for podkinnande

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

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

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

DA | Udstedelsessted lrafttreedelse (dato eller Jothummer)

DE | On Giiltig ab (Patum oder Chargenbezeichnung)

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

ES Expedida en Efectiva (fecha o ndmero de lote}

ET Viitjaandmise koht Jdustuming (kuupéiev v5i partiinumber)

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

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

HU | Kiadés helye Hatalybalépés {danam vagy tételszdm)

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

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

LT lidavime vieta Jsigalioja {data arba partijos numetis)

NO | Utstedelsessted Gielder fia {dato eiler lotnymmer)

PL Miejsce wydania Obowigzuje od (data Iub numer partii)

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

RO | Locul eliberarii Valabilitate (data sau numirul lotului)

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

SV Plats f6¢ utfardande Verkstalligt (datumn eller lotnummer)

TR Dizenlendigi Yer Yarirlok (Tarih veya Lot Numarasi)

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

SK

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

SY

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

TR

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

End of document
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CI Abbott
L3 L]
Declaration of Conformity

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

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

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

{ .
Signature: ( : fodg Signature: wo @il ALK

Full Name: Claudia Becker Full Name: fSusanne Ulrich

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

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

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




Declaration of Conformity

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

of Devices
7K68-22 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-27 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-32 54615 ARCHITECT CEA Reagent Kit Self-declared
TK68-35 54615 ARCHITECT CEA Reagent Kit Self-declared
7K68-02 38174 ARCHITECT CEA Calibrators Self-declared
TK68-12 38173 ARCHITECT CEA Controls Self-declared
Authorized European N/A
Representative (name and address)
Storage site .of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.
documentation (name and address) Department: Regulatory Affairs.
Harmonized Standards Listed in the Technical Documentation

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

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

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

=

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

Date Issued: o5 Joa (2

Place Issued: AIDD Sligo

Supersedes: 25 Sep 2014

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




Abbott IVDD Declaration of Conformity Attribute Update Letter

1

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

Authorized European N/A

Representative

(Name and Address)

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

(Name and Address)

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

98/79/EC.

Declaration of Conformity
Identification

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

Description of updated Update to GMDN Code.

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

Conformity

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

Article 110(3) of the IVDR).

Full Name: David Spellman

Function: Director Quality Assurance/Site Quality Head

Signature: /’f;i/'{/é"'_“

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

Full Name: Rosemary McEntire

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

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

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




a ABBOTT

Declaration of Conformity

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

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

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

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

bearing the CE marking, conform

with the applicable provisions of the EC Directive 98/79/EC of the

European Parliament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they
are transposed into the laws of the member states.
This declaration is made in accordance with Annex ITI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

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

Ful Sines Siobhan Wright Full Name: Lorraine Whitney

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

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

Approval: Approval:

Place Issued Abbott Ireland Diagnostics Division,

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

Lisnamuck, Longford, Co. Longford, Ireland.

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




| 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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) 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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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

{ -




) Abbott

Declaration of Conformity

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

DoC-7K71- 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
TK71-20 54669 ARCHITECT Free PSA Reagent Kit Annex II List B
TK71-25 54669 ARCHITECT Free PSA Reagent Kit Annex II List B
TK71-01 38183 ARCHITECT Free PSA Calibrators Annex II List B
TK71-10 38182 ARCHITECT Free PSA Controls Annex II List B

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH
Ridlerstrafie 65

80339 Munich

Germany

Notified Body number

0123

Approval Certificate No.

V10019220008

Storage site of technical
documentation (name and address)

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

Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

/gyeuku-w;

Signature: P Signature:
Full Name: . Full Name:
Position: Director Quality Assurance/Site Position:
Quality Head
Date of Approval: ‘20 Nov (4 Date of Approval:

Date Issued:

.&-_.«‘" :\]\_'J )—-—C]‘q

Supersedes: 14 October 2019

Place Issued:

Effective (Date or
Lot Number):

L - Y

Noel Haren

Manager Regulatory Affairs

1A Vg 2019

AIDD, Sligo

g ~No 20| 9




am

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



C_] Abbott

Declaration of Conformity

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

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

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

2G22-25 48321 ARCHITECT HBsAg Qualitative [T Reagent Kit Annex IT List A
2G22-30 48321 ARCHITECT HBsAg Qualitative 11 Reagent Kit Annex II List A
2G22-35 48321 ARCHITECT HBsAg Qualitative [I Reagent Kit Annex II List A
2G22-01 41999 ARCHITECT HBsAg Qualitative II Calibrators Annex II List A
2G22-10 42000 ARCHITECT HBsAg Qualitative 11 Controls Annex I1 List A

Authorized European
Representative (name and address)

N/A

Notified Body (name and address)

TUV SUD Product Service GmbH

RidlerstraBe 65
80339 Munich
Germany
Notified Body number 0123
Approval Certificate No. V7 0019220009
Storage site of technical Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland.

documentation (name and address)

Department: Regulatory Affairs.

Harmonized Standards

Listed in the Technical Documentation

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

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

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

manufacturer.

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

Pty =

Signature:

Joe Murray

Director Quality Assurance/Site

Quality Head

77 oct Toro

Full Name:

Position:

Date of Approval:

A3 oo R2oao

Place Issued:

25 November 2019

Effective (Date or
Lot Number):

i e S T

Noel Haren

Manager Regulatory Affairs

253 Ocy dos0o

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

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

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

Quality Management System
Annex [X Chapters I and II1,

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

EU Certificate No.

No. V12 054869 0013

Common Specifications (CS)

N/A

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

responsibility of the manufacturer.

Sandra Gallagher

Manager Regulatory Affairs

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

Signed for, and on

S. Galleplr

2. e 7 A2

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

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

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og starrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

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

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

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

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

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

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

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

DA | Bemyndiget organ (navn og Overensstemmelsesvurderingsprocedure
identifikationsnummer)

DE Benannte Stelle (Name und Identifikationsnummer) | Konformitétsbewertungsverfahren

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

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

ET Teavitatud asutus (nimi ja identifitseerimisnumber) | Vastavushindamismenetlus

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

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

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

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

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

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

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

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

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

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

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

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

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

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

BG

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

CS

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

DA

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

DE

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

EL

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

ES

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

ET

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

FR

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

HR

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

HU

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

IT

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

LV

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

LT

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

NO

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

PL

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

PT

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

RO

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

SK

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

SV

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

TR

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

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

DA EU-certifikatnummer Feelles specifikationer Fulde navn

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

FR N certificat UE Spécifications communes Nom complet

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

HU EU-tanusitvany szama Egységes eldirdsok Teljes név

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

LV ES sertifikata Nr. Kopigas specifikacijas Pilns nosaukums

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

PL Nr Certyfikatu UE Wspolne specyfikacje Imig i nazwisko

PT Certificado UE N° Especifica¢des comuns Nome completo

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

SK Certifikat EU &. Spoloéné $pecifikacie Cely nazov

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

EN Function Signed for, and on behalf of Date Issued

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

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

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

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

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

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

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

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

RO Functia Semnat pentru si in numele Data eliberarii

SK Funkcia Podpisané za a v mene Détum vydania

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

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

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

NO Erstatter Signatur Godkjenningsdato

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

SK Nahradza Podpis Datum schvélenia

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

EN Place Issued Effective (Date or Lot Number)

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

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Gililtig ab (Datum oder Chargenbezeichnung)

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

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupéev voi partiinumber)

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

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

HU | Kiadas helye Hatalybalépés (datum vagy tételszdm)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO Locul eliberarii Valabilitate (data sau numarul lotului)

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

SV Plats for utfirdande Verkstalligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirliik (Tarih veya Lot Numarasi)
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EN

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

BG

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

CS

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

DA

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

DE

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

EL

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

ES

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

ET

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

FR

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

HR

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

HU

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

IT

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

LV

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

LT

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

NO

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

PL

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

PT

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

RO

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

SK

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

Sv

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

TR

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