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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Digitally signed by Ceaicovschi Tudor
Date: 2023.02.01 14:04:10 EET
Reason:' MoldSign Signature
Location: Moldova

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens!in natural orifice and in'surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the' manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect.to  body orifices (class /stenle)
Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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CERTIFICATO N.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via dell'lndustria,12 — 35020 Arzergrande (PD) - Italia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. - Via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via del Lavoro s.n.c. - 31040 Nervesa Della Battaglia (TV) - Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA/ FOR THE FOLLOWING ACTIVITIES

EA:14-17-19-29-35

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e
urine. Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per
prelievo sottovuoto. Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici.

Progettazione e produzione di terreni di coltura per microbiologia. Progettazione e produzione di aghi e
dispositivi sterili per il prelievo ematico. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di
coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi
sterili. Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. Stampaggio di
materie termoplastiche ad iniezione per articoli medicali. Sterilizzazione per irraggiamento raggi Beta.

4264/5

Design and production of test tubes with predetermined vacuum for collection of haematological samples,
biological liquids and urine samples. Production of test tubes for micro-collection of haematological samples.
Design and production of Holders for vacuum sampling. Design and production of diagnostic kits for blood and
biological liquids analysis. Design and production of culture media for microbiology. Design and production of
sterile needles and devices for collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes with predetermined
vacuum and sterile needles. Design and production of moulds for plastic labware. Injection moulding of
thermoplastic materials for medical devices. Sterilization by Beta irradiation.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
] FEDERAZIONE
N ™ (
f) \_‘)q )/011 f" 3
i U
b Vincenzo Delacqua
ACCREDIA \ Rappresentante Direzione / Management Representative
L’ENTE ITALIANO DI ACCREDITAMENTO ' - |C| M S ) p A . W cisncom
Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (Ml) AR A
SGQ N° 004 A www.icim.it Certificazions ;lr:l sistem| dl gestione azerdalz

CI5Q b5 the Jtalan Federationof mansgement
system Certfication Sodes
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated by

Zentralstelle der Lander

f !._é ** fiir Gesundheitsschutz
- o %

=_—— bei Arzneimitteln und

Medizinprodukten
*‘k e ‘A"’A" BS-TVDR-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 010051 0137 Rev. 02

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

SRN Manufacturer: DE-MF-000009455

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 Ill 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?q=cert:\V12 010051 0137 Rev. 02

Report No.: 713234659-04
Preceding Certificate No.: V12 010051 0137 Rev. 01
Valid from: 2022-10-13

Valid until: 2026-08-11

Date of Initial Issuance: 2021-08-12

c@l‘-\/

Christoph Dicks
Issue date: 2022-10-13 Head of Certification/Notified Body

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

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


http://www.tuvsud.com/ps-cert?q=cert:V12%20010051%200137%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE o

** *** Benannt durch/Designated by

* *

* L@ %

** ‘Aj%
K J K

Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

Medizinprodukten

www.zlg.de

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 010051 0137 Rev. 02

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
WO0101 - CLINICAL CHEMISTRY

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

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

B
WO0105 - INFECTIOUS DISEASES

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

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

w0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

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

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 o

** *** Benannt durch/Designated by

* *

* L@ %

** ‘Aj%
K J K

Zentralstelle der Lander
fiir Gesundheitsschutz
bei Arzneimitteln und

Medizinprodukten

www.zlg.de

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 010051 0137 Rev. 02

Classification:
Device Group:
IVP Code:

Intended Purpose:

Classification:
Device Group:
IVP Code:

Intended Purpose:

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 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

C
W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)

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

IVR 0605 - Devices intended to be used for monitoring of levels of
medicinal products, substances or biological components

C

WO0105 - INFECTIOUS DISEASES

IVP 3011 - In vitro diagnostic devices which require knowledge
regarding molecular biological testing including nucleic acid assays
and next generation sequencing (NGS)

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

C

WO0105 - INFECTIOUS DISEASES

IVP 3011 - In vitro diagnostic devices which require knowledge
regarding molecular biological testing including nucleic acid assays
and next generation sequencing (NGS)

IVR 0503 - Devices intended to be used to detect the presence of,
or exposure to an infectious agent including sexually transmitted
agents

-none-
Rev. Dated Report
00 2021-08-12 713198378

01 2022-03-22 713234659-02

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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Certificate Identification:

Declaration of Conformity

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

DoC-07P5520, 07P5530-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
07P5520 53301 Alinity ¢ Glucose Reagent Kit Self-declared
07P5530 53301 Alinity ¢ Glucose Reagent Kit Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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: O&W %/LC Signature: 7’/ -

Full Name: Diana Romero

Full Name: Mark Littlefield

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

Date of Approval: _13/0CT/2017

Date of Approval: _13/0CT/2017

Date Issued: _13/0CT/2017
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 4/JAN/2017

Effective (Date or
Lot Number): __13/0CT2017




) Abbott

Declaration of Conformity

Certificate Identification: DoC-04V5121, 04V5131-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04V5121 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
04V5131 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

a'/.‘
Signature: «/ N2 /‘) LM Signature: e / yy>
[ 4oy N

Full Name: Thomas Creel Full Name: Noah Lermer
Position: Director Quality Assurance Position: Director Regulatory Affairs
Date of Approval:  / §- Dee - 26 /& Date of Approval: £ e

Date Issued:
Place Issued: 65205 Wiesbaden, Germany

Supersedes: NEW

Effective (Date or - / 27 A
Lot Number): / 7 /C} Y4 LA, v
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Declaration of Conformity

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

DoC-07P9720-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN
Size Code of Devices Code

Names and Description of Devices

Classification

07P9720 53236

Alinity ¢ Direct Bilirubin Reagent Kit

Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

l

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.

)
’ /,7 /f ! ‘é V
Signature: Jj W7ren ( AL Signature: 7'/ Z
Full Name: Thomas Creel Full Name: Mark Littlefield
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs

Date of Approval: / C;' "'Fe é} e 7)‘»’/ (7

Date of Approval: / S~/ /:72' 20(Y

Date Issued: / E’f”/i:[? - 20/

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 18-JAN-2018
Effective (Date or

Lot Number): LS~/ :,Z’:C‘)’ ~2&/ ‘?




) Abbott

Declaration of Conformity

Certificate Identification: DoC-07P9820-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

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

07P9820 52925 Alinity ¢ Alanine Aminotransferase Reagent Kit Self-declared

Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: Q(ML 60% Signature: &

Full Name: Diana Romero Full Name: Mark Littlefield

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

Date of Approval: _21-DEC-2017 Date of Approval: _21-DEC-2017

Date Issued: _21-DEC-2017

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-DEC-2016

Effective (Date or

Lot Number): _21-DEC-2017
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Declaration of Conformity

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

DoC-08P1720-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN g . 7 i
Size Code of Devices Code Names and Description of Devices Classification
08P1720 52954 Alinity ¢ Aspartate Aminotransferase Reagent Kit Self-declared

Authorized European

Representative (name and address) NA

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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.

Lonae (il

Signature:
Full Name: Thomas Creel
Position: Director Quality Assurance

Date of Approval: o5 @ ’;0/, 9

/ 7 /.)
Signature: 724/ 'gj%

Full Name:
Position:

Date of Approval:
Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Mark Littlefield

Assoc. Director Regulatory Affairs
OS-1~£B-20/7
OS-FEB-20/9

65205 Wiesbaden, Germany

18-0OCT-2017

OS5 7243249




| Abbott

Ll

Certificate Identification:
Legal Manufacturer’s Na

Declaration of Conformity

me:

Legal Manufacturer’s Address:

DoC-07P7320, 07P7330-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
07P7320 53030 Alinity ¢ Gamma-Glutamy! Transferase Reagent Kit Self-declared
07P7330 53030 Alinity ¢ Gamma-Glutamyl Transferase Reagent Kit Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical

documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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 ITI of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: Signature:
ignature - ignature
Full Name: Marima Koses Full Name: Mark Littlefield
Position: Manager Quality Systems Position: Assoc. Director Regulatory Affairs

Date of Approval: _19-FEB-2018

Date of Approval: _19-FEB-2018

Date Issued: _19-FEB-2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 10-FEB-2017

Effective (Date or

Lot Number): __19-FEB-2018




| Abbott

L

Certificate Identification:
Legal Manufacturer’s Na

Declaration of Conformity

me:

DoC-07P5820-SD DELK
Abbott GmbH & Co. KG

Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN _ . . .
Size Code of Devices Code Names af(_l Description of Devices Classification
07P5820 52941 Alinity ¢ Amylase Reagent Kit Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical

documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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.

g
7/ D ﬂ
Signature: , ,,f‘,'_}‘fﬁ@}_ S Signature:
Full Name: Thomas Creel Full Name:
Position: Director Quality Assurance Position:
Date of Approval: / q - /EZL 'aQ C’/ 7 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Mark Littlefield

Assoc. Director Regulatory Affairs
/TS EH-20/F
/G~ FFE3- 20/ F

65205 Wiesbaden, Germany

31-DEC-2016

S8 20/T




) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P1620, 08P1630-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
08P1620 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
08P1630 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

/
. (b
By, v
Signature: if-',;'/(féf?fm ( AU Signature:

Full Name: Thomas Creel Full Name: Mark Littlefield

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

Date of Approval: _05/JAN/2018 Date of Approval: _05/JAN/2018

Date Issued: _05/JAN/2018
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 16/JUN/2017

Effective (Date or
Lot Number): _05/JAN/2018




) Abbott

Certificate Identification:

Declaration of Conformity

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

DoC-07P9920, 07P9930-SD DELK
Abbott GmbH & Co. KG
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
07P9920 53251 Alinity ¢ Creatinine Reagent Kit Self-declared
07P9930 53251 Alinity ¢ Creatinine Reagent Kit Self-declared

Authorized European

Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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.

St %@» (ut NN PP

Full Name: Thomas Creel

Full Name: Noah Lermer

Position: Director Quality Assurance Position: Director Regulatory Affairs

Date of Approval: _/ ; &t

" 2 9/7 Date of Approval: = %7 /@/ 9

Date Issued: / ? l %4-’;0/ 7

Place Issued: 65205 Wlesbaden, Germany

Supersedes: 31-DEC-2016

Effective (Date or
Lot Number): / 7” /47 "2/ 7




) Abbott

Declaration of Conformity

Certificate Identification: DoC-07P5220-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

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

07P5220 53989 Alinity ¢ Total Protein Reagent Kit Self-declared

Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: C/ZW\\ Signature:

Full Name: Ma riﬁZoses Full Name: Mark Littlefield
Position: Quality System Manager Position: Assoc. Director Regulatory Affairs

Date of Approval: W A-Vlé'l ZO FO Date of Approval: pz e/" 4&(5— - 20/ g
Date Issued: 2 4— ﬂaé’ "'20[ X

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 31-DEC-2016
Effective (Date or

Lot Number): &4" :45{6*" Za/ 8(




) Abbott
Declaration of Conformity

Certificate Identification: DoC-08P0220, 08P0223-SD DELK

Legal Manufacturer’s Name: Abbott GmbH & Co. KG

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

List Numbers and GMDN g ; @ :

Size Code of Devices Codé Names and Description of Devices Classification
08P0220 53599 Alinity ¢ Albumin BCG Reagent Kit Self-declared
08P0223 53599 Alinity ¢ Albumin BCG Reagent Kit Self-declared

Authorized European

Representative (name and address) Na

Storage site of technical

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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: %M@ au ﬂ Signature:

Full Name: Thomas Creel Full Name: Mark Littlefield
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: Of ’,[Cé - a? o/ ? Date of Approval: 2 5”' / = L:- B "'Z o/ 9
Date Issued: o5~ Fﬁﬂ-- 21 9
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 04-MAY-2017
Effective (Date or

Lot Number): oS- /:Z‘-'—/j ~ 2N 7




) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P2020, 08P2030-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
08P2020 52929 Alinity ¢ Alkaline Phosphatase Reagent Kit Self-declared
08P2030 52929 Alinity ¢ Alkaline Phosphatase Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

S C/Z/B\ - MM

Full Name: Marma oses Full Name: Mark Littlefield

Position: Quality System Manager Position: Assoc. Director Regulatory Affairs

Date of Approval: ll/\ A’V‘é\ ZO.% Date of Approval: 2 5/’44&(6 ~Zo!l y
Date Issued: :\) L/" /46{5' - 20/ g‘

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 31-DEC-2016
Effective (Date or

Lot Number): 24‘ /4“; - 20/ K




L
) Abbott
[ ] o
Declaration of Conformity
Certificate Identification: DoC-07P7420, 07P7430-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
07P7420 53072 Alinity ¢ Lactate Dehydrogenase Reagent Kit Self-declared
07P7430 53072 Alinity ¢ Lactate Dehydrogenase Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: &W 7) 0’!77 76’/260 Signature: %//{}’%jﬁ I

Full Name: Diana Romero Full Name: Mark Littlefield
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: __ 31/DEC/2016 Date of Approval: __ 31/DEC/2016
Date Issued: __31/DEC/2016
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not applicable
Effective (Date or

Lot Number): __31/DEC/2016




f
) Abbott
[ [
Declaration of Conformity
Certificate Identification: DoC-07P7620, 07P7623-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
S:;l:tclj)ggl:: ;)se?'?c(ies Gcl\g (li)g Names and Description of Devices Classification
07P7620 53362 Alinity ¢ Cholesterol Reagent Kit Self-declared
07P7623 53362 Alinity ¢ Cholesterol Reagent Kit Self-declared

Authorized European

Representative (name and address) DA

Storage site of technical

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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: /7 2}722};7 (}Lﬁlé Signature:

Full Name: Thomas Creel Full Name: Suzanne Cheang

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: //) - 512,,0 £ - 90/ f Date of Approval: %47/ 0 2 é/
Date Issued: / V- 3’{/"7’ - 2/9
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 20-FEB-2019

Effective (Date or

Lot Number): s %&[’f - )‘3/ 7




) Abbott

Declaration of Conformity

Certificate Identification: DoC-07P7720, 07P7723-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
07P7720 53462 Alinity ¢ Triglyceride Reagent Kit Self-declared
07P7723 53462 Alinity ¢ Triglyceride Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: %WW W Signature: /ZCZ/

Full Name: Thomas Creel Full Name: Noah Lermer

Position: Director Quality Assurance Position: Director Regulatory Affairs

Date of Approval: / Q//&/‘? - %/ 7 Date of Approval: M = Xﬂ/?
Date Issued: / f"@ ’2&/ 7

Place Issued: 65205 Wiesbaden, Germany

Supersedes: 04-MAY-2017

Effective (Date or
Lot Number): / ?’ﬁﬁ "y,b/ 7




) Abbott
L] [
Declaration of Conformity
Certificate Identification: DoC-07P5720, 07P5730-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification

Size Code of Devices Code

07P5720 45789 Alinity ¢ Calcium Reagent Kit Self-declared

07P5730 45789 Alinity ¢ Calcium Reagent Kit Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

This declaration is made in accordance with Annex 1II of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: O(W @W Signature:

Full Name: Diana Romero Full Name: Mark Littlefield
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: __31/DEC/2016 Date of Approval: __31/DEC/2016
Date Issued: __31/DEC/2016
Place Issued: 65205 Wiesbaden, Germany
Supersedes: Not applicable
Effective (Date or

Lot Number): __31/DEC/2016



) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P4320, 08P4301, 08P4310-SD DELK

Legal Manufacturer’s Name: Abbott GmbH & Co. KG

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

S;i:tclj);'::: ;;e:?c(]es G(l:\: (]])5 Names and Description of Devices ‘ Classification
08P4320 59090 Alinity ¢ Hemoglobin Alc Reagent Kit Self-declared
08P4301 53315 Alinity ¢ Hemoglobin Alc Calibrators Self-declared
08P4310 44435 Hemoglobin Alc Controls Self-declared

Autherized European

Representative (name and address) L

Storage site of technical

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, 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: Signature:
Full Name: Thomas Creel Full Name: Mark Littlefield
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval; /0? - 6b —éb//q Date of Approval: / ,Z -~ -'E /.? -26/ 7
Date Issued: [Z2- FER-2¢¢ c,?
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 24-AUG-2018
Effective (Date or

Lot Number): /2= /:' /3 (3 -20/ 9




Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ACP0775J9
Basic UDI-DI Name: Alinity ¢ Ultra HDLReagent Kit
Risk Class: Class B

List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

07P7520 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
07P7530 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

(Name and Address)

Manufacturer SRN DE-MF-000009455

Authorized Representative N/A

(Name and Address)

Authorized Representative SRN N/A

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

Sekisui Diagnostics P.E.I. Inc.
70 Watts Avenue

Charlottetown

Prince Edward Island
CIlE 2B9

Canada

TUV SUD Product Service GmbH Zertifizierstellen
Ridlerstrale 65, 80339 Miinchen, Germany
Notified Body Number 0123

Notified Body
(Name and Identification Number)

EU Certificate No.
No. V12 010051 0137

Quality Management System

Annex IX Chapters I and 111,

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

Conformity Assessment Procedure

Common Specifications (CS) N/A

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

sole responsibility of the manufacturer.

Full Name: Herbert Hartmann Full Name: Stefan Veber
Function: Manager Quality Systems Function: Manager Regulatory Affairs
il i
| Set] - s
Signature: Jva h-v(_,L{(-i MU Signature: J {'{tﬂ_

Date of Approval: ; -"6522‘5 ¥ 0F ?L,'.-lf -0F - C“Aj

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

Date of Approval:

e - _74 2 197 _ - o D ' -
Date Issued: Sy , VL DT 'L':? Place Issued: 65205 Wiesbaden, Germany

Effective (Date  All lots manufactured with IFU

Supersedes: _ 30-June-2022 or Lot Number): commodity G71192R06 or higher




EN | EU Declaration of Conformity Basic UDE-DI Basic UDI-D1 Name
BG | EC JEKJIAPALIMSA 3A CBOTBETCTRUE Bazor UDI-DI Haumenosamie ia Gasos UDI-DI
€S | EU PROHLASENI O SHODE Zakladn UDI-DI | Nazev zakiadniho UDLDI
DA | EU-OVERENSSTEMMELSESERKLARING. Grundlzggende UDEDI Grundlzggende UDI-I}-navn
DE | EU-KONFORMITATSERKLARUNG Basis-UDE-DI Basis-UUDI-DI Name.
EL | AHAQEH ZYMMOPOOEHE EE Baoixd UDI-DI Ovopeaia fucod UDI-DI
ES DECLARACION UE DE CONFORMIDAD UDI-DI Bésico Nombre UDI-DI Basico
ET | ELI VASTAVUSDEKLARATSIOON P&hi-UDI-DI Pohi-UDE-DI nimi
FR | DECLARATION DE CONFORMITE UE 1UD-ID de base Nom 1UD-1D-de base
HR | EUIZIAVA O SUKLADNOSTI Osnovani UDI-DI Naziv osnovrog UDI-DI
HU | EU-megfeleldségi nyilatkozat Alapvetd UDI-DI Alapvett UDI-DI neve
IT DICHIARAZIONE DI CONFORMITA UE UDI-DI di base Nome UDI-DI di'base
LV | ES ATBILSTIBAS DEKLARACIIA Pamata UDI-DI Pamata-UDI-DI nosaukums
LT ES ATITIKTIES DEKLARACIA Bazinis U)DI-DT Bazinio UDE-DI pavadinimas
NO | EU-SAMSVARSERKLAERING Grunnleggende UDI-DIT Grunnleggende UDI-DI-navn
PL DEKTLARACIA ZGODNOSCI U Kod Basic UDI-DI Nazwa kodu Basic UDI-DI
PT DECLARACAQ UL DE CONFORMIDADE UDI-DI bésico Nome UDI-DI Basico
RO | DECLARATIA DE CONFORMITATE UE UDI-DI de baza Nume UDI-DI de hazi
SK | EUVYHLASENIE O ZHODE Zakladny UDI-DI Nézov zakladného UDI-DI
v g\i;gg?é\sl'\rmmgfsn Grundiiggande UDI-DI Namn pa grundlsggande UDI-DI
TR | AB Uygunluk Beyam Temel UDI-DI Temel UDI-DI ismi
EN | Risk Class List Numiber and Size Code Produet and Trade Name
BG | Kunac cnopea pucka KaTanomeH HoMep ¥ Ko Ha pazMepa Hme Ha npoJyKTa 1 THPTOBCKO HABMELOBAHNE
CS Rizikovd tida Katalogové &islo a koncové dvouéisli Nézev produktu a obchodni nazev
uréujici velikost soupravy
DA | Risikoklasse Bestillingsnummer og storrelseskode Produki- og varenverkenavn
| DE | Risikoklasse Bestellnummer und Gréfiencode Produkt- und: Handelsname
EL Komyopia kivdivoy Kabdwog [Tpotdvrig kel Kodiig Ipaiby kon Epnopicd Qvopasia
Luoksuaoiog
ES Clase de riesgo Niimere de referencia y eédigo de tamado Producto y marca comercial
ET Riskiklass Katalooginumber ja suurusekood Toote- ja kaubanimi
FR Classe de risque’ Référence. Nom de produif et de marque
HR | Klasarizika Kitalodki broj i-oznaka pakiranja Naziv proizvoda i zasticeni naziv
HU | Kockazati osztdly Listaszam ¢s készletkiszerelés-kod | Termick- és kereskedelmi név
1T Classe di rischip Numero di listino ¢ codice formato Prodotto e nome commerciale
|AY Riska klase Kataloga numurs un icpakojuma kods Produkta un tirdzniecibas nesauknms
LT Rizikos klasé Katalogo numeris ir dydZio kodas Gaminio ir prekybinis pavadinimas
NO | Risikoklasse Bestillingshummer og stervelseskode Produkt- og handetsnavn
PL Klasa ryzvka Numer katalogowy Nazwa produktu i nazwa handlowa
PT Classe de risco Namero de lista e cédigo de apresentagio Produto e nome comereial
RO | Clasi de risc Numiir de listd §i cod dimensiung Denumirea produsului §i denumirea comerciali
SK | Rizikov4 trieda Kataldgoveé &islo Niazov produktu a.obchodny nazoy
sV Riskklass Listnuimmer och stoflekskod Produkt och firmanamn
TR | Risk Smefy Liste Numarass ve Uriin Kodu Uriin ve Ticari ismi

Page 2 of 7




EN | GMDBN Code EMDN Code Manufacturer (Name sind Manufacturer SRN
Address)
BG | Kox GMDN Kon EMDN ITpoussoanren {Hne » anpec) EPH 1a npouspoiyens
CS | Kod GMDN Ké6d EMDN Vyrobee (ndzZev a adrésa) Jeding registratni Sislo vyrgbce
DA | GMDN-kode EMDN-kode Fabrikant (navn og adresse) Fabrikants SRN
DE | GMDN-Code EMDN-Code Hersteller (Name und Adresse) Herstelter-SRN
EL | Kewdiwdg GMDN Kadirdg EMDN Kuraokevaotig (Ovopia ke SRN (Movabikée-Apidpoc Mytphov) Katuskenaot
(Ovopororoyio {Ovopazodloyia Agdbuvon)
WIPOTERVOROYIRDY XTPOTEVOROYIKAY
TPOTOVTLV) TPOLOVIELY)
ES | Cédigo GMDN Codigo EMDN Fabri¢ante (nombré y direceion) SRN (nimero de registro Onico) del fabricante
ET | GMDN-kood EMDN-kood Tootja (nimi ja aadress) Toolja snikaalne registreerimisnumber
FR | Code GMDN Code EMDN Fabricant {nom et adresse) Numére d'enregistrement nigue.du fabricant
HR [ GMDN kod EMBN kod Proizvodat (naziv i adresa) SRN {jedinstveni registracijski broj) proizvodada
HU [ GMDN-kéd EMDN-kéd Gyiértd-(név és cim) Gyand egyediTegisziracits szama (SRN)
IT Codice GMDN Codice EMDN Fabbricanle (nome ¢ indirizzo) SRN {numero di registrazione unico) del {abbricante
LV | GMDN Kods EMDN kods _RaZotdjs (nosaukums un adrese) RaZotaja vignotais registracijas numurs (VRN)
LT | Visuptinés medicinos Europos medicinos Gamintojas (pavadinimas ir Gamintojo unikalusis regisiracijos numeris
priecmoniy nomenklatiiros | priemoniy nontenklatiros | adresas)
kodas kodas
NO | GMBN-kode EMDN-kode Produsent {(navn og adresse) Produsentens SRN
PL. | Kod GMDN Kod Europejskicj Producent (nazwa i adres) Niepowtarzalny numer refestracyjny producenta
MNomenklatury Wyrobow
Medyeznych
PT | Codigo GMDN Cadigo EMDN Fabricante (Nome ¢ Morada) Numero dnico de registo do fabricante
RO | Cod GMDN Cod EMDN Producitor (nume §i adresa) SRN producator
SK | Kod GMDN Kod EMDN Vyrobea (Nazov a adresa) Jediné registraéng &islo {SRN) vyrobeu
SV | GMDN-kod EMDN-kod Tillverkare (namn och adress) Tillverkarens SRN
TR | GMDN Kodu EMDN Kodu Urctici (Isfm ve Adres) Uretici SRNsi
EN | Authorized Representative (Name and Authorized Representative SRN Produced by (Site of Manufacture)
Addressj ' (Name and Address)
BG | YisaHOMOUCH NPEACTABHTE! (MME 1 aapec) EPH Ha yHBAHOMOLUICHHS APE/CTABKTE TIpOK3BEACHO O (MACTO Ha IIPOH3BOCTRO) (HME 1
aapecy
CSs Zplromocnény zastupce (ndzev a adresa) Jediné registradni &slo zplnomocnéndho Vyrabeno (miste vyroby)
zéastupce {nézev a adresa)
DA | Autoriserct repraesentant {nave og adresse) Autoriseret representants SRIN Produceret af (fremstillingssted)
(navn og adresse)
DE" | Bevellmichtigler (Name und Adresse) SRN des Bevolimichiigien HergesteBi vorr {Herstellungsstandost)
' (Name und Adresse)
EL Efovotdotnpévog Avrimpdsmmos (Ovopakm | SRN EfovoioSompévou Aviutposdnon KoraoiceudCeral and (Epyootamo mupoywyic)
Mgifoven) 1 (Ovoudoio ko AwgiBuver)
ES Representante autorizado (nombre y SRN (nimero de registro finico) del Producido por (Lugar de Fabricacion) (Nombre y
direccion) representante aulorizado direccion)
ET Volitalud esindaja (nimi ja aadress) VYolitatud esindaja unikaaine Tootnud (tooimiskoht) (iimi ja aadress)
registreerimisaumber
FR Mandataire (nom et adresse) Numéro d'eriregistrement unique du Produit par (site de fabrication)
mandataire {nom ct adresse)
HR | Ovladteni zastupnik {naziv i adresa) SRN (jedinstveni registracijski broj) Proizvodi (Mjesto proizvodnije)
ovla$tenog zastupnika ‘(Naziv i adresa)
HU | Meghatalmazoit képviseld {név és cim) Meghatalinazott képviseld egyedi ‘Gyarld (gyartas helye)
regisz(ricios szama (SRN) {név &5 cim)
IT Mandatario (nome e mdinizzo) SRN {(numero di registrazione unico) del Prodotto da (sito di fabbricazione)
_ mandatario: (nome ¢ indirizzo)
LY | Pilnvarotais parstavis (nosaukums un‘adrese) Pilnvaretd parstavia vienolais registracijas Raots (raZoanas vieta)
nemurs (VRN) (nosaskums un adrese)
LT galiotasis atstovas {pavadinimas ir adresas) [galiotojo atstovo unikalusis regisiracijos Pagamiinta (gamybos vieta) (pavadininrgs ir adresas)
numeris
NO | Autorisert representant (navn og adresse) Den auteriserle representantens SEN Produsert av (produksjonssted)
' {navn og adresse)
PL Upowazniony przedstawiciel {nazwa i adres) Niepowtarzalny numer réjestracyjny Wyprodukowano przez (miejsce produkcji}
upowaznionego przedstawiciela {nazwa i adres)
PT Manddtario (Nonic e Morada): Numero Gnice de régisto do mandatdrio Produzido por (Local de.fabrico)
{(Nome ¢ Morada)
RO | Reprezentant aulorizat (nume si adresi) SRN reprezentant autorizat Produs de citre (locagie productie) (niune si adresit)
SK Auitorizovany zdstupca (nézov a-adresa) Jediné registrainé Sislo (SRN) autorizovaného | Vyrobené {micstg vyroby)
Zastupen {nazov a adresa)
SV | Auktoriserad representant (namn och adress). Auktoriserad representanis SRN Tillverkas av (tillveekningsort) {namn och adress)
TR | Yerkili Temsilci (Isim ve Adres) Yetkili Temsilci SRNsi Uretici (Uretim Tesisi)

(Isim ve Adres)
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EN Nottfied Bady (Name and Identification Number) Conformity Asscssment Procedure
BG Hoesdamapali opran {UMe 1 NICHTH(DUKALMOHER HOMED) Ilponeypa 3a OLCHKA HA ChOTBCTCTBHETO
Cs Oznameny subjekt (nazev a identifikaéni &islo) Postup posuzovéni shody
DA Bemyndiget organ (navn og identifikationsnummer) Overensstemmelsesvurderingsprocedure
DE Benannte Stelle (Name und Ideniifikationsnummer) Konformititsbewertungsverfahren
EL Katvomomuévog Opyaviondg (Ovopa ko ApiBpoc -Madcagio afwokdynorng coppdpeaang
TEVTOTOiINoNC)
ES Organismo Noiificade (nombre y nimero de identificacion Procedimiento de evaluacién de ia conformidad
ET Teavitatid asufus {nimi ja identifitséerimisnumber) Vastavushindamismernetlus
FR. Organisme notifié (nom et numérg d'identification) Procédure d’évaluation de la conformité
HR Prijavljeno tijelo (naziv i identifikacijski broj) Postupak ocjenjivanja sukladnosti
HU Bejelentett szervezet (név €s azonositd szdm) Megfeleliséoérickelesi eljdras
1T Organismo notificato (nome ¢ numero di identificazione) Procedura di valutazione della conformita
LY Pilsvarotd iestade (nosaukums un identifikacijas numurs) Atbilstibas noverig§anas procediira
LT Notifikuolofi jstaiga (pavadinimas ir identifikacinfs numeris) Atitikties vertinimo procedira
NO Meldt organ (navn og identifikasjonsnummer Framgangsmdte for samsvarsvurdering.
PL Jednostka notyfikowana {nazwa i numer identy fikacyjny) Procedura oceny zgodnosei
PT Organisme Notificado (Nome e Namera de [dentificagiio) Procedimento de avaliagio da conformidade
RO Organism nolificat (nume g numdr de identificare) Procedurii-de evaluare a conformitiii
SK Notifikovany organ (Nazov a identifikaéné &islo) Postup posudzovania zhody
SV Anmittt organ (namh och identifikationsnummer) Forfarande for bedomning av dverensstimimelse
TR Onaylanmig Kurulug (Isim ve Tamm Numarasi) Uysuniuk Degerlendirme Prosediiril
EN Qiality Management System Annex. IX Chaptérs 1 and I1I,
Including ai assessment of the fechnical dodumentation for devices concerned on the basis of representative samples
BG CuereMa 33 ynpanigHue §a kaueeTsoTo Tlpunokenne [X, rraen I u 111,
BIOSHTCAH0 OUCHKA HA TeXHHYECKATA AOKYMCHTAINA HA ChOTBETHHTE U3ACITHA BT:3 CCHORA Ha NPCACTARHTENIIT IT])OS}‘I
CS Systém Fizeni kvality Priloha 1X Kapitoly 1 a Ill,
véetnd posouzeni technické dekumentace dotdenieh progifedkit ia zaklad® reprezenfativnich vzorki
DA Kvalitetsstyringssystem Bilag IX kapitel 1 og 11,
Herunder en vurdering af den {ekniske dokumentation for relevant ndstyr pa bagerund-af reprassentative prover
DE Qualitatsmanagementsystein Anhang [X Kapitél 1 und 111,
ginschlieBlich einer Bewertung der Technischen Dokunentation fiir betroffene Produkte auf der Giundlage reprisentativer Stichproben
EL Thomnuo Awgsiptong [odtnrog Nepiapmupe 1X Kepdioa T ko 111, )
oupnepthopavero uboddynon Tou TerviKow pukéhon Tie Tpoidvin ow stetdlovTon pe fion aviimposansuring Sefyuore
ES Sisterna de Gestion de Calidad Anexo FX, capitulos Ly 11,
se incluye wia evaluacion de fa documentacion téenica para los productos afectados sobre la base de muestras representativas
ET Kvaliteedijubtimissosteem EX lisa I ja I peatitkk
Sealhulgas asjiaomaste seadmete tehinilise dokumentatsiooni hindamist esindavate valimite pohjal
FR Systéme de gestion de la qualité Annexc X Chapitres 1 et TIL
Inclut une évaluation de la documentation technigue pour les dispositits concernés, sur la base d’échantillons représentatifs
HR Sustav upravljanja kvalitetom Prilog IX., Poglavlja L. i I11,,
ukljutujuéi ocjenjivanje tehnitke dokumentacije za predmetné proizvode na temelju feprezentativiiih nzoraka
HU Mindségirdnyitasi rendszer EX. melléklet, L és 111, fejézet, ideérive az érintett eszkoz0K milszaki dokumentacidjanak reprezentativ mintak alapjan vatd
Ertékelésél
IT Sistema di gestione della quality Allegatg IX Capitoli | ¢111,
compresa una valutazione delld documentazione teenica per i dispositivi interesgati sulla base di campioni rappresentativi
LV Kvalilfites vadibas sistema [X pielikuma I un 11 nodala,
tosiarp altiecigo feritu tehniskas dokumenticijas novergjums, pamatojoties uz reprezentativiem paraugiem
LT Kokybes valdyme sistema IX priedoe [ir I skyriai,
jskaitant atitinkami priemoniy techninés dokumentacijos vertinimig remiantis tipiniais pavyzdziais
NO Kvalitétssiyringssystem Vedlegg TX kapittel [ og 111, '
imkludert en vurdering av den tekniske dokumentasjonen for aktuelt atstyr pd grunnlag av represcntative praver
PL System Zarzadzania JakoScig Zatgezaik IX, Rozdzialy [ oraz Iil,
w tym ocena dokumentacii technicznej danych wyrobow na podstawie reprezeniatywnych probek
PT Sistema de gestio-da qualidade Ancxo 1X Capitulos [e dIT,
Incluindo uma avaliagiio da documenta¢do técnica para-os dispositivos em quiestio com base eril amoslras representativas
RO Sistemul de management al calitdtii Anexa IX, Capitolele I i I1I inclusiv o evaluare a documentatiei tchnice pentru dispozitivele in cauzi pe baza unor
probe reprezentative.
SK: Systém riadenia kvality Priloha IX Kapitoly 1.a 111, vratane posidenia techinickej dokumentdcie prisludnych poméeok fa zaklade reprezentativiych
vzoriek
BAY Kvalitetsledningssystem Bilaga IX Kapitel L och 11,
Inklusive en beddmning av den tekniska dokumentationen for berorda produkter som grundar sig pd representativa urval
TR Kalite Yonetim Sistemi Ek IX Bolium I ve 1H '

Temsili numuneler bazinda ilgili cibazlar igin teknik dokiimantasyonun degierlendirilmest dahil
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EN EU Certificate No. Common Specifications (CS) Full Name
BG EC Ceptunikar Mo Qomw coensduxanny (OC) [Tem1o HaHMEnoBaiHe
cs Cislo certifikati EU | Spolédné specifikace Cely nazey
DA EU-certifikatnummer Felles spectfikationer Fulde nayn
DE Nr. des EU-Zertifikats Gemeinsame Spezifikationen (GS) | Vollstandiger Name
EL Apidpog metorointikon EE Kowég npodaypugpés (KIT) [Tipng ovopaocic
ES Numero certificado UE Especificaciones comunes Nombre complelo
ET EL-i sertifikaadi ni- Uhtsed kirjeldused Tiisnirni
FR Ne certifical UE Spécifications ¢communes Nom éomplet
HR EU potyrda br. Zajednicke specifikacije (,CS™) Puni-naziv
HU EU-iannsitvany szama Egysépes elfirasok Teljes niév’
T N* del cestificato UE Specifiche comuni (8C) Nome completo
LV ES sertifikdta N, Kopigas specifikacijas Pilns nosaukiims
LT IS serlifikatas Nr. Bendrosios specifikacijos Vardas ir pavarde
NO Et-senifikatnr. Felles spesifikasjoner Fullt navn
PL Nr Certyfikatu UE Wspdlne specyfikacie Imig i nazwisko
PT Certificado UE N° Especificagdes comuns Nome completo
RO Nr. certifical UE: Specificatii comune (CS) Numele.complet
SK Certifikat EU &. Spolotné $pecifikicie Cely nazov
SV Nommer pd EU-intyg Gemensamma specifikationer Fullstiindigt nammn
™ AB Sertifika Numaras " Genel Spesifikasyonlar (GS} Adi Soyadt
EN Funetion Signed for, and on behalf of Date Issued
BG JIniskHOCT Tlognmeane 5a 1 o1 UMeTo Ha Jara na v3pasane
Ccs Funkee Podepséne za a jménem Datum vydan{
DA Funkiion Underskrevet for og pd vegne af Udstedelsesdaio

DE Funktion Unterzeichnet fur und im Auftrag von Datuim
EL Aerroupyfo YRoypageron i Kot £K REPOYS OV TG Huspopmvia éxboang
ES Puncidn Firmado por. y en nombre de Fecha
ET Funktsioon Alla kirjutanud (kelle poolt ja nimel) Viljaandmise kuuptiev
FR Fonetion Signé par et au nom de 1 Date d'établissement
MR Funkeija Potpisano za i u ime, Datum izdavanja
HUy Beoszias Alafrd a kovetkezd képviscletében és nevében Kiadas datuma
[T TFunzione Firmato a nome ¢ per conto di Data di rilascio
LV Amatls Parakstils Izdo%anas datums
LT Parcigos Subjektas, kurio vardu pasirafoma 3davimo data-
NO Funksjon Signert for, og pé vegne av Utstedelsesdato
PL Funkeja Podpisano w imieniu Data wydania
PT Fungfio Assinado e em nome de Data de eniissdo
RO Funclia Semnat pentru $iin numele Data eliberdrii
SK: Funkcia Podpisané za a v mene Datum vydania
% Funktion Undertecknat for och pa uppdrag av Daturn fiir utfardande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi
N Supersedes Signature Date of Approval
BG 3amccrea Tlornpc J\ara na ogofpeiue
Ccs Nahrazuje Podpis Datum schvalent
DA | Erstatfer Underskrifi Godkendelsesdato
DE Ersetzt Unterschrifi Datum der Genehmigung
EL Avnikobiotd Yroypapn Hyepopnvie £ykpiong
ES Sustituye Firma | Fecha de aprobacion
ET Asendab Allkiri Heakskiitinise kunpiicy
FR Anaule et remplace Signaturs Date de ["autorisation
HR Zamijenjuje Potpis Daiura odobrenja
HU Hatdlytalanitja a kivetkez6 dokumen{umot: Alairas Jovahagyds datuma
T Sostituisce Firma Data di approvazione
LY Adzsta) Paraksts ApstiprindSanas datums
Ly Pakeidia Paralas Patvirtinimo data
NO Erstaiter ‘Signatur Godkjenningsdato
PL Zasigpuje Podpis Data zatwierdzenia
PT Substitui Agsinalura | Dats de aprovagiio
RO Inlocuitor Semnaturd Data aprobirii
SK Nahradza Padpis Détum schvilenia
Y Ersitter Namnieckning Datum for godkannande
TR Yerint aldig belge imza Onay. Tarihi
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EN Place Issued Effective (Date or Lot Number)

BG Mscro na w3pasaue Bcuna ot/3a (1aTa 11 HOMEp Ha napTHia)

cs Miste vydani Usinng od {datunt nebo tislo SarZe)

DA Udstedelsessted Tkraftiredelse (dato eller lotnummer)

DE On Giltig ab {Datum oder Chargenhezeichnung)

EL: Téaog éxdoang Te oy and (Huepounvia 1 ap. wapriduc)

ES BExpedido én Efective (fecha o nimero de lote)

ET Villjaandmise koht Joustumine (kuupdev vai partiinumber)

FR Licu d’établissement | Entrée en vigueur (date ou numéro de lof)

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

HU Kiadis helye Hatdlybalépés (dalum vagy tételszam)

IT Luogo di rilascio Effettivo (data o-numero di lotto)

LV Izdo¥anas vieta Speka no (datums vai partijas numugs)

LT 1&davimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gielder fra (dato-eller [otnurmmer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

PT Local de emigsfio Efetividade (Data ounumero de lote)

RO Locul eliberdrii Valabilitate (data sau numarul lotului)

SK Miesto vydania Uinnost' od (dédtum alebo &islo Sarke)

Sv Plats for uifirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendipi Yer Yiriirltik {Tarih veyd Lot Numarasr)

EN | 1, the undersigned, hereby declare that the in vitro diagnostic medical device(sy described above conform with the applicable provisiens 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 inaccordance with Annex IV of the IVD Regulation and is issuetl under the sole responsibility of the manufacturer.

BG | A3, Z0AYIOARHEAHHAT, C HACTOALOTO NEKAAPAPAM, YE TOPCCMHCANOTO{HTE) MEAHIIHEKO(M) N3AEARE() 30 HEBHTPO AMArHOCTHKA OTTGRAPA(T) Ta
HPHIOKEMITE pasiiopeatn ua Pernament (EC) 2017/746 ua Epponetickiin napaaMent ¥ va CuBera ot 5 anpui 2017 ¢, DTHOCHO MERHUNHACKHTE U3AMIA 32
HHBITPO- AMArHoTTHRY, Tazu agxnapalys ¢ nanpasena B cworsercrsne ¢ [Tpmoxenne 1V ua Pernamenta 33 VD H 3a HEifHOTO H3HABANE OTTOBOPHOCT HOCH
COUNCTBREIIO BPOH3BOANTEMIT,

CS | Ja, nize podepsany(-4) timto prohtaduji, Ze diagnosticky(-¢) zdravotnicky(-€) prostiedek (prosticdlcy yuvedeny(-8) vyse je (jsou) ve shodé s pFislusnimi
ustanovenimi Natizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubiia 2017 o diagnostickych zdravotnickych prastfedeich in vitro. Toto
prohlaSeni je v souladi s Péilohou IV Nafizeni TVD a’je vidano na vyhradni odpovédnost virobee,

DA | Jeg, undertegnede, erklarerlierved, at det in vitro-didgnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de gzldende
bestemmeilser i Buropa-Parlamentets og Radets forordning (EU) 2017/746 af 5; april 2017 om in vitro-diagnostisk medicinsk udstyr. Denne erklmring afgives i
overensstemmelse med IVD-forordningens bilag IV og udstedes under fabrikaniens eneansvar.

DE | Ich, der Unterzeichner, erklare hiermit, dass das oben beschriebene In-vitro-Diagnostikum/dic oben beschriebenen In-vitro-Diagnostika die entspréchenden
Bestimmurigen der Verordnung (EU) 2017/746 des Europiischén Parlaments und des Rates vom 3. April 2017 tiber In-vitro-Diagnostika erfillen, Diese
Erklarung erfolgt pemad Anhang 1V deér [IVD-Verordnung und wird urter alleiniger Verantwortung des Herstellers ausgesieljt.

EL. | Eyo, o wnoyphpay Snkéve,. ie 10 wepay 9T1 T TPOGVRPEPOHUEVI FLOYVOIGTIKGE KITPOTENVOROYIKE TROIGVTD, couuoptpmvovrm UE T toyionoes dntdatelg Tou
Kuvoviopot (EE) 201 7/746 tov Eupairaixod KotvoBovkiov ke tow Zoufiovkion trig 5™ Anpikion 2017 gyenikd e Tdin vitro Siayvaotike larpoieyvokoyixd
apoioven. H Simon euh yivern obipove pe o Hepdpomuc IV tov Kavoviopot 1VD kat skdiberos [ie onoxkaictia] eufivi tov xarugxevaoti)

ES | Yo, el abajo firmante, pot la presente declaro que el(ios) produclo(s) sanitarto(s) para diagnostico i vifro deserito(s) anteriormente cumple(n) las disposiciones
aplicables del reglamemo (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanilarios para diagndstico i vitro.
Esta declaracion se realiza en conformidad con el Anexo 1V del Reglamento.1VD-y es emitida bajo la responsabilidad anica del fabricante.

ET | Mina, allakirjutan, kinnitan, et cespool kirjeldatud ir vifro diagnostikameditsiiniseadnicd vastavad Euroopa Parlamendi ja ndukogu 3. aprilli 2017, aasta
madrase (EL) 2017/746 (in vitro dmgnost|kamcd:t511mseadmete kohta) kohaldatavatele stitetele. See deklaratsioon on koostatud vastavalt [VD maaruse TV
lisale ning:selle viljastamise eest vastutab ainult tootja.

FR. | e soussigné(e), déclare par la présente que. le(s) dispositif(s) médlca](aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Réglémerit (UE) 2017/746 du Parlement curopéen et dis Conseil du 5 avril 2017 rélatif aux disposififs médicaux de dizgnostic in vitro, Cette
déclaration est établic conformément 4 I"Annexe 1V du Réglement DIV sous [a seule responsabilité du fabricant.

HR | Ja, nize potpisanfa, ovim pulem izjavljujem da su gore navedeni i vitro dijagnostitkt medicinski proizvod(i) sukladni primjenjivim odredbania Uredbe (E1})
2017/746 Europskog parlamenta § Vijeca od 5. travnja 2017. 0 in vitre dijagnostitkim medicinskim proizvodima,

Ova je izjava sastavljena v sKladu s Prilogom V. Uredbe IVD i izdaje se pod iskljutivom odgovornodéu proizvedada.

HU | Alulirott ezennel kijelentem, hogy a fent leirt in vitro orvostechnikai eszkoz{tk) megfelelmek) az Europai Parlament és a Tandcs in vilro diggnosztikai _
orvostechnikai eszkozokrGl 2616 (EU) 2017/746 (2017, &prilis 5.) rendelete (IVD réndelet} vonatkozé rendelkezéseinck. A jelen nyilatkozat megfetel az VDD
rendelet IV, mellékletében foglalt eldirasoknak, és a gyarto kizdrdlagos felelGssépe alapjan keriilt kiaddsra. _

IT | To, sottoscritto, con la presenie dichiaro che il dispositivo(i) medico-diagnostico in vitre sopra descritto & conforme alle-disposizioni applicabili del
regolamente-(UE) 2017/746del Parlamento europeo ¢ del Consiglio del' 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitre, Questa dichiarazione &
redatta in conformita all'aliegato 1V del regolamento IVD ed ¢ rilasciaia sotto la responsabilitd esclusiva del fabbricante.

LV | Es, apakia paralstijics. ar $o pazinoju, ka ieprieks apraksllta(-s) in vifrg d:agnostslxas mediciniska(-s) ierfce(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 {2017, gada 5. apn[as) plemcrOJama_]am prasibim par in vitro diagnostikas mediciniskam ierfcem. 57-deklardcija ir sagatavota saskana
ar IVD regulas IV pielikumu un ir izdola vienigi uz raZotdja athildibu,

LT ) A3, toliau pasnraiqs (-iusi), pareifkiu, kad ankstiau minéta (-os) i vitro diagnostikos medicinos priemorié (-¢s) atitinka 2017 m. balandzic 5 d, Eurepos
Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diaghostikos medicinos pricmoniy taikomas nuostatas. 8i deklaracija yra parengta vadovaujantis

] 1VD ieglamento Y priedu ir isduola tik pamintojo atsakemybe,

NO [ Undertegnede erklarer herved at utstyret til in vitro-diagnostikk sem er anfert ovenfor, er i samsvar med gjeldende bestemmelser | Europaparlaments- og
rﬁdsfbrordmng (EU) 2017/746 av 5. april 2017 om medisinsk wistyr il f vitro-diagnostikk. Denne erklazringen cr utarbeidet i overenssiemmelse med vedlegg
IV i IVD-forordningen og er utstedt iander produsentens cneansvar,

PL | Ja, nizej podplsany(-a} ninigiszym ofwiadczam, Ze wymieniony(-e) powyzej wyrob(wyroby) medyczay(-¢) do dlagnos[ykl in vitro spelnia(-ja) odpowiednic
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiege i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznyeh do diagnostyki.in
vilro. Niniejsza deklaracja zoslata sporzadzona zgodnie 7 Zalacznikicm IV Rozporzgdzenia IVDR i wydanana wylaczna odpowiedzialnosé producenta,

PT | Eu, abaixo assinado, deéclaro que bs dispositivos médicos para diagndstico in vitro descritos acima estdio em conformidade. com as disposicGes aplicaveis do

Regulamento (UE) 2017/746 do Parlamento Europeu e do Consetho, de 5 de abiril dé 2017, relativo aos dispositivos medicos para diagnastico i vitro. Esta
declaraglio ¢ feita em conformidade com o anexo 1V do Regulamento IVD e é emitida sob a exclusiva responsabilidade do fabricante,
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RO

Subsemnatul, declar ca dispozitivel (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European §i al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro.
Prezentadeclaratie este emiséd In conformitate cu anexa 1V 1a Regulameniul VD si este emisa sub responsabilitatea exclusiv a producatorului.

SK

Ja, dolupodpisany(-&), tymto vyhlasujem. Ze diagnosticka{-¢) zdravotnicka(-c) pomocka(-y) uvédena(-¢) vy&sic je (stt) v zhode s prisluSnymii ustanoveniami
Nariadenia Burdpskeho parlamentu a Rady (FU) 2017/746 z 5. aprila 2017 o diagnostickycly zdravotnickych poméckach in vitre. Toto vyhlisenie je v sittade
s Prilohou [V k 'Nariadeniu IVD a vyddva sa na vyhradni zodpovednost’ vwrobcu.

Jag, undertecknad, forsikrar hirmed att den eller de medicintekniska produkter for i vifro-diagrostik sont beskrivs ovan tverensstanimer med de tillimpliga
bestammelserna i Europaparlamentets.och ridets forordning (EU) 2017/746 av den S april 2017 om medicirtekniska produkter for /i vitro-diagnostik. Denna
forsitkran gors i enlighet med bilaga IV till IYD-%rordningen och utfirdas under tillverkarens cnskilda ansvar,

TR

Ben, agagida imzas bulunan, yukarida belirtilen in vitro diagnostik medikal cibazlarin, 2017/746 sayili Avrupa Parlamentosu (AB) Direktifi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Medikal Cihazlar Konseyinin ilgili hitkimlerine uygun olduguitu beyan ederim. Bu beyan IVD Divektifi Ek IV uyarnca vaprlnigtsr
ve ireticinin miinhas ir sorumlulugu altindadir.

End of document
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5620 Description: Alinity ¢ CRP Vario Reagent Kit

EDMA: 12.11.01.09

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1I of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. s designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 07P5620 Descrizione: Alinity c CRP Vario Reagent Kit

EDMA: 12.11.01.09

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nellambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Date / Data

un L.eRa ?u/o‘({/,z_)/f?..

ISO 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentineldi:



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5601 Description: Alinity c CRP Vario Wide Range Calibrator Kit

EDMA: 12.50.03.13

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA' CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 07P5601 Descrizione: Alinity c CRP Vario Wide Range Calibrator Kit

EDMA: 12.50.03.13

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non € incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell'Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. t«;:;{\fere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Diretfiva.

Sé@l CH.SpA Date / Data
%Léﬁal presentative
n/Legale Rappresentante > 3o /06/20 14
/ Filippo/ De Luca
/ f

f [

/' ISC/QOOI:ZOOB - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2004

v.sentinel



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for jn vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5602 Description: Alinity c CRP Vario High Sensitivity Calibrator Kit

EDMA: 12.50.03.13

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1I of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico /n vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REE: 07P5602 Descrizione: Alinity ¢ CRP Vario High Sensitivity Calibrator Kit

EDMA: 12.50.03.13

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. e progettato, fabbricato e immesso in commercio nell'ambito dellapplicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato

nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di

almeno dieci anni dalla data di produzione dell’'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla

Direttiva.
/

/
Sentine} CH. Sp Date / Data

A Legal Represerifative : P
Unrlegale Rapprdsentante - i ‘-7/’:"@/2;9 [+
Filippo De LL; a

ISO QODI:ZUB - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentineldi



DRC-726

f i CE DECLARATION OF CONFORMITY
V Biokit Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersteller Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Lliga d’Amunt
Fabricant Tillverkare Barcelona

Produttore Karaokeuaarnig Spain

Biokit hereby declares that the product(s) listed below conform to the European Union directive
and standards identified in this declaration.

Biokit erklért, dass die aufgefiihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richtlinien und mit den aufgefiihrten
normativen Dokumenten in Ubereinstimmung sind.

Biokit declara por la presente que los producto(s) abajo mencionados, estdn conformes con las directivas y normas Europeas
identificadas en esta declaracion.

Biokit déclare par la présente, que le(s) produit(s) sous-mentionné(s), est (sont) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokit dichiara con la presente che il(i) prodotto(i) sottomenzionato(i) é(sono) conformi alla direttiva e agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que o(s) produto(s) abaixo mencionado(s) esté/estdo conforme a Directiva @ normas da Comissdo
Europeia especificadas nesta declarag3o.

Biokit erklaerer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfgrt i denne erkleering.

Biokit bekréftar hdrmed aft nedan uppréknade produkt(er) &r forenlig(a) med de EU-direktiv och standarder som identifieras i denna
deklaration

H Biokit pe To rapdv SnAWVE! 6T TO TTPOIOV(—Ta) TTOU avapEPOVTal KATWTEPW CULLIOPQUIVOVTIAl UE TV odnyia e Evpwraikic
‘Evwong kat ra mpdTuITa Tou Trapari@evrar army mapovoa SnAwor.

EU Directive:
EU-Richtiinie Directiva UE Directive Européenne Direttiva Europea Directiva UE EU-Direktiv EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998)

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Norma(e) Padrdo/PadrGes Standard(er) Standard(er) pdrumo(-a)

ISO 13485
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CE DECLARATION OF CONFORMITY
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Page 2 of 2

Notified Body:

Benannte Stelle Organismo Notificado Organisme Notifié Organismo Notificato Organismo Notificado Teknisk Kontrollorgon
Anméilt Organ Koivorroinuévog Opyaviopds

Name: Other Devices Code: N/A

o Certificate N°: N/A

Product(s):

Annex Ill

Produkt(e) Producto(s) Produil(s) Prodotio(i) Produto(s) Produkt(er) Produkt(er) Ipoidv(-ta)

Product(s)
Produkt(e)
Producto(s)
Produil(s
Prodotto(i)

Produto(s)
Produkt(er)
Produkt(er)
Tpoidv(-ta)

P/N

01R0620

Alinity ¢ ASO Reagent (300 test)

01R0630

Alinity c ASO Reagent (780 test)

01R0601

Alinity ¢ ASO Standard

(_\

\

Aot 294 2%

Signature
Pau Planas
CEQO

Biokit, S.A

Date




DRC-726

k- I I CE DECLARATION OF CONFORMITY
v' BIOkIt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersteller Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Lliga d’Amunt
Fabricant Tillverkare Barcelona

Produttore Karaokeuaoric Spain

Biokit hereby declares that the product(s) listed below conform to the European Union directive
and standards identified in this declaration.

Biokit erklért, dass die aufgefiihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richtlinien und mit den aufgefiihrten
normativen Dokumenten in Ubereinstimmung sind.

Biokit declara por la presente que los producto(s) abajo mencionados, estan conformes con las directivas y normas Europeas
identificadas en esta declaracion.

Biokit déclare par la présente, que le(s) produit(s) sous-mentionné(s), est (sont) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

Biokit dichiara con la presente che il(i) prodotto(i) sottomenzionato(i) é(sono) conformi alla direttiva e agli standard specificati in
questa dichiarazione.

Biokit declara pelo presente que o(s) produto(s) abaixo mencionado(s) esta/estdo conforme a Directiva e normas da Comissdo
Europeia especificadas nesta declaragio.

Biokit erkleerer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfgrt i denne erklaering.

Biokit bekréftar hdrmed att nedan uppréknade produkt(er) &r férenlig(a) med de EU-direktiv och standarder som identifieras i denna
deklaration

H Biokit e 10 rapév dnAwver 611 To TTPOIBV(-TA) TIOU QVaEPOVTIAN KATWTEPW OUMLIOPPWVOVTal UE TV odnyia Tng Eupwrraikic
‘Evwong kai ra mpoTuTTa mou mapari@evial oTny mapovoa SHAwor).

EU Directive:
EU-Richtlinie Directiva UE Directive Européenne Direttiva Europea Directiva UE EU-Direktiv EU Direktiv O&nyia EE

IVD - 98/79/EC (27/10/1998)

Standard(s):

Normen und Richtlinien Esténdar(es) Norme(s) Norma(e) Padrdo/Padrbes Standard(er) Standard(er) [Mpérumo(-a)

ISO 13485




W' Biokit

A Werfen Company

DRC-726
CE DECLARATION OF CONFORMITY

Edition 5

P-172 Page 2 of 2

Notified Body:

Benannte Stelle Organismo Notificado Organisme Notifié Organismo Notificato Organismo Notificado Teknisk Kontrollorgon
Anméit Organ Koivorroinuévos Opyaviouss

Name: Other Devices Code: N/A

e Certificate N° N/A

Product(s):

Annex Il

Produkt(e) Producto(s) Produit(s) Prodotto(i) Produto(s) Produkt(er) Produkt(er) Ipoiov(-ta)

|Product(s)
Produkt(e)
Producto(s)
Produil(s
Prodotto(i)

Produto(s)
Produkt(er)
Produkt(er)
Tpoidv(-ta)

P/N

01R1622

Alinity ¢ RF Reagent Kit (400 T)

01R1632

Alinity c RF Reagent Kit (920 T)

01R1601

Alinity ¢ RF Standard

feguat )@, 2018

Pau Planas
CEO
Biokit, S.A

Signature [ \

Date




| Abbott

0l

Declaration of Conformity

Certificate Identification: DoC-04U7501-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

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

04U7501 54760 Alinity ¢ Iron Calibrator Kit Self-declared

Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.
documentation (name and address)
Harmonized Standards Listed in the Technical Documentation

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

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

Signature: %ﬁﬁ/ﬂ 2 M Signature: o “/_Lmﬂ;}?{

Full Name: Thomas Creel Full Name: Mark Littlefield ¢
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: / ? -4 - 90/ K Date of Approval: , 2 ~0c 7~ 20145
Date Issued: /R~ cT— 2015
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-SEP-2017
Effective (Date or

Lot Number): / f;?' oCT-2¢618




SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6501 Description: Alinity ¢ Clinical Chemistry Calibrator Kit

EDMA: 11.50.03.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’' CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilitad che il dispositivo

REF: 08P6501 Descrizione: Alinity c Clinical Chemistry Calibrator Kit

EDMA: 11.50.03.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell'ultimo lotto

2. avere istituito e di mantenere un’idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representative

Un Legale‘;;p;?entante @6/’0 4 /—&9[:)-

Ugo Defc
// TN
pd

o
" ISQ'9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /n vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6510 Description: Alinity ¢ Clinical Chemistry Control 1 Kit

EDMA: 11.50.01.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’" CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, Immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilitd che il dispositivo

REF: 08P6510 Descrizione: Alinity ¢ Clinical Chemistry Control 1 Kit

EDMA: 11.50.01.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

1l fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data

appresentante 06 /0 4’/'&9{:],
43 %E;/«/\

IS0 9001:2008 - ISO 13485:2003 - EN ISO 13485:2012 - 1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2004

sentinel



SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6511 Description: Alinity ¢ Clinical Chemistry Control 2 Kit

EDMA: 11.50.01.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
III of such Directive and its Italian transposition (legislative decree nr. 332/2000),

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA' CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 08P6511 Descrizione: Alinity ¢ Clinical Chemistry Control 2 Kit

EDMA: 11.50.01.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Qata
A Legal Representative / ‘
Un Lega ;,Rap esentante O( L2 dr 1’)1:)_

Ugd De Luca
a4 i W
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for /n vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6503 Description: Alinity ¢ Clinical Chemistry Calibrator Kit

EDMA: 11.50.03.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 08P6503 Descrizione: Alinity ¢ Clinical Chemistry Calibrator Kit

EDMA: 11.50.03.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall'Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilitd che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA / / 2 Date / Data
A Legal Representative, i 5 -
Un Legale Rappreséntante/ 727 Cn_—" © ?‘/DL/ Loy

Ugo De Luca

ISO 9001:2008 - 1SO 13485:2003 - EN IS0 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY

for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6515 Description: Alinity c Clinical Chemistry Control 1 Kit

EDMA: 11.50.01.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA’ CE

per dispositivo medico diagnostico in vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, biologia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 08P6515 Descrizione: Alinity ¢ Clinical Chemistry Control 1 Kit

EDMA: 11.50.01.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non & incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell'ambito dell’applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritd Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’'ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA 74 Date / Data
A Legal Representative / _
Un Legale Rappresenta/ e /s /; b o :}/O L/p,o 2

Ugo De Luca

/
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SENTINEL

Mod. 98 - Rev.4 - Data:03/09/2013

EC DECLARATION OF CONFORMITY
for in vitro diagnostic medical device (IVD) - Directive 98/79/EC

The undersigned Sentinel CH. SpA, having its premises in Milan, Italy - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 08P6516 Description: Alinity ¢ Clinical Chemistry Control 2 Kit

EDMA: 11.50.01.01

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
IIT of such Directive and its Italian transposition (legislative decree nr. 332/2000).

It therefore declares and assures, under its own responsibility, that the device:

1. complies with the applicable provisions of the Directive

2. is not included in the list A and B of Annex II of the Directive

3. is designed, manufactured and placed on the market according to the company certified quality system, in
compliance with the current quality regulations as expressed in Annex III of the Directive.

Furthermore, the manufacturer declares to:

1. keep and make available for the Competent Authority the product technical file, as specified in Annex III of
the 98/79/CE Directive, as well as to retain the batch records for a period of at least ten years after the
production date of the last lot

2. have instituted and keep up to date an adequate procedure to guarantee the market surveillance requested
by the Directive.

DICHIARAZIONE DI CONFORMITA' CE

per dispositivo medico diagnostico Jn vitro (IVD) - Direttiva 98/79/CE

La scrivente Sentinel CH. SpA con sede in Milano, Italia - Via Robert Koch 2, fabbricante del dispositivo
appartenente alla famiglia denominata “kit per chimica clinica, immunochimica, coagulazione, bioclogia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilita che il dispositivo

REF: 08P6516 Descrizione: Alinity c Clinical Chemistry Control 2 Kit

EDMA: 11.50.01.01

soddisfa i requisiti essenziali applicabili richiesti dall’Allegato I della Direttiva 98/79/CE, come prescritto
dall’Allegato III della medesima Direttiva e suo recepimento italiano (Decreto Legislativo 332/2000).

A tale scopo garantisce e dichiara sotto la propria responsabilita che il dispositivo:

1. soddisfa le disposizioni applicabili della Direttiva

2. non ¢ incluso nell'elenco A e B dell’Allegato II della Direttiva

3. & progettato, fabbricato e immesso in commercio nell’ambito dellapplicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato III della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autorita Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato III della Direttiva 98/79/CE, nonché le registrazioni di produzione e controllo per un periodo di
almeno dieci anni dalla data di produzione dell’ultimo lotto

2. avere istituito e di mantenere un‘idonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data

A Legal Representative |

Un Legale Rappresefita ﬁte/j 0 }/0 L/LD,M&
Ugo De Luca /L )

A
7o,
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Abbott

EU Declaration of Conformity

Basic UDI-DI:
Basic UDI-DI Name:

038074DAL0002FQ

Alinity c-series Maintenance Solution

Risk Class: Class A

List Number
and Size Code

Product and Trade Name

GMDN Code "EMDN Code

08P9870

Alinity ¢-series Maintenance Solutions:

¢ Water Bath Additive

56676 W0201010185

s Cleaning Solution

59058

w0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Sekisui Diagnostics P.E.I. Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

CIE 2B9 Canada

Conformity Assessment Procedure

Annex Il and II1

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
Council of 8 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 I1
of the Machinery Directive and is issued under the sole responsibility of the manufacturer,

Full Name: Thomas Creel Full Name: Michele Smith-Waheed

Sr. Director, Instrument and Automation

Function: Quaklify

Function; _ Associate Director, Regulatory Affairs

Signature: _/%7!,0, ﬁ /u,bé

Signature: %/A/M ,_J,L/ﬂL»

Date of Approval: 2”2" /772.1'7 — AR

Date of Approval: aé = - M Ly 452
Signed for,and on  Abbott Laboréfories, 1915 Hurd Drive, /4
behalf of: Irving, TX 75038

Date Issued: 7@ ; — /Y70 — og/ 2 Place Issued: Irving, Texas
/ Effective (Date
Supersedes: N/A or Lot Number):

A3 M/ﬂ/pf A2



) Abbott

Declaration of Conformity

Certificate Identification: DoC-08P76, 01R60, 08P77, 08P78-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
08P7640 59238 Alinity c-series ICT Reference Solution Self-declared
01R6070 56676 Alinity c-series Acid Probe Wash Self-declared
08P7740 56676 Alinity c-series Acid Wash Self-declared
08P7840 58236 Alinity c-series Alkaline Wash Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of
documentation (name and address) | Thermo Fisher Scientific Inc., 8365 Valley Pike Middletown, VA 22645, 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: CM/—\ Signature:
4

Full Name: Marina Koses Full Name: Mark Littlefield

Position: Quality System Manager Position: Assoc. Director Regulatory Affairs

Date of Approval: Zb\ A\Aé‘/ 7/0 l@ Date of Approval: _2 6/“ /?aé"' ZO/ g
Date Issued: DZ‘;/ - AdUAE-20¢ S

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-DEC-2016
Effective (Date or

Lot Number): X% AL~ ZO[J}
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Abhott
EU Declaration of Conformity
Basic UDI-Di: 038074DALO002ZFQ
Basic UDI-DI Name: Alinity c-series Detergent A
Risk Class: Class A
List I'.‘Iumber Product and Trade Name GMDN Code EMDN Code
and Size Code _

08P9670 Alinity c-series Detergent A 59058 W0201010185

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) | Sekisui Diagnostics P.E.L Inc.
(Name and Address) | 70 Watts Avenue
Charlottetown
Prince Edward Island
C1E 2B9 Canada
Conformity Assessment Procedure | Annex II and 111

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in elecirical 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 II
of the Machinery Directive and is issued under the sole responsibility of the manufacturer,

Full Name: _Thomas Creel Full Name: Michele Smith-Waheed
Sr. Director, Instrument and Automation
Function: _Qualjty Function: _Associate Director, Regulatory Affairs

Signature: ,//7/5’1@ CLU’//

Signature:

Date of Approval: ‘2 3 - /7?/2&)—' ./'29(99

Date of Approval;

Signed for, and on

behalf of: _Irving, TX 75038

Abbott Laborafories, 1915 Hurd Drive,

A3~ MK}/ KEg 2D

77—
Date Issued: >

Place Issued: Irving, Texas

Supersedes: N/A

//7/)/0/;7/ e e o

Effective (Date

orLotNumber): &3 -Mﬂu 2222
7
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO002FQ
Basic UDI-DI Name: Alinity c-series Detergent B
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

08P9781 Alinity c-series Detergent B 59058 W0201010185

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)

Sekisui Diagnostics P.E.I Inc.

{(Name and Address) | 70 Waits Avenue
Charlottetown
Prince Edward Island
CI1E 2B9 Canada
Conformity Assessment Procedure | Annex Il and III

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 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.

Tull Name: Thomas Creel
Sr. Director, Instrument and Automation
Function: Quatity

Signature: %ﬂ@ /:{ i{ !

Date of Approval: ﬂq 5- /7//’ ady “"}} 2

Signed for, andon  Abbott Labazditories, 1915 Hurd Drive,
behalf of: Irving, TX 75038

Full Name: Michele Smith-Waheed
Function: _Associate Director, Regulatory Affairs
Signature:

Date of Approval: L. = — MA /u - L2 D

Date Issued: c7,‘2 = ’Mé/ ’20079—-

Supersedes: N/A

Place Issued: Irving, Texas

Effective (Date
ot Lot Number):

L= - /Mﬁ/u/ " HRoRQ D



| Abbott

0

Declaration of Conformity

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

DoC-01R3801-04R1001-SD DELK
Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Code

Size Code of Devices

Names and Description of Devices

Classification

01R3801 56676

Alinity ci-series Sample Cups

Self-declared

04R1001 56676

Alinity ci-series Calibrator/Control Replacement Caps

Self-declared

Authorized European
Representative (name and address)

N/A

Storage site of technical
documentation (name and address)

Abbott GmbH & Co. KG

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Harmonized Standards

Listed in the Technical Documentation

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

transposed into the laws of the member states.

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

responsibility of the manufacturer. |

I
Signature: 7‘\ Signature:
Full Name: Dr. Holger Kost ! Full Name:
Position: Head of Quality Position:
403 7 7 / |
Date of Approval: /| / / 76~ Q. A Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

Michele Smith Waheed

Regulatory Affairs

S )2 [ 2018
/ /

s

g{'/f;(/'(f’( o/

65205 Wiesbaden, Germany

10 January 2017

2048 —06—0/




TECHNOPATH

CLINICAL DIAGNOSTICS
DECLARATION OF CONFORMITY

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number

Multichem S Plus Unassayed/single level  08P87-10
Multichem S Plus Unassayed/single level ~ 08P87-11
Multichem S Plus Unassayed/single level 08P87-12

Multichem S Plus Assayed/single level 08P88-10
Multichem S Plus = Assayed/single level 08P88-11
Multichem S Plus Assayed/single level 08P88-12
GMDN: 47869
Conformity Route: Annex Il Self-Declared
Quality Management System: EN 1SO 13485:2016
QMS Certification No.: Q51038520004 Rev 01
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 12 February 2025

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic

Medical Device Directive 98/79/EC.

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from 45" (Day)___ 02 (Month) Zo22 (Year)
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TECHNOPATH

CLINICAL DIAGNOSTICS

Signed for and on behalf of Techno-path Manufacturing Ltd.,

. laa. Ballina, Co.Tipperary A5-0>—2022.
Bernd(j!ass, Place and Date of Issue
SVP of Quality and Regulatory Affairs

Techno-path Manufacturing Ltd.

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER IVDD 98/79/EC

Standard Title
EN 1SO15223-1:2016 Symbols to be used with medical device labels, labelling
and information to be supplied.
EN 1SO13485:2016 Medical devices — Quality management systems —

Requirements for regulatory purposes

EN 13612:2002 + AC:2002 | Performance evaluation of in vitro diagnostic medical

devices

EN 13641:2002 Elimination or reduction of risk of infection related to in
vitro diagnostic reagents

EN 13975:2003 Sampling procedures used for acceptance testing of in
vitro diagnostic medical devices — statistical aspects

ISO 14971:2019 Medical devices — Application of risk management to
medical devices

EN ISO 18113-1:2011 In vitro diagnostic medical devices — Information

supplied by the manufacturer (labelling) — Part 1:
Terms, definitions and general requirements

EN ISO 18113-2:2011 In vitro diagnostic medical devices - Information
supplied by the manufacturer (labelling) — Part 2: In
vitro diagnostic reagents for professional use

EN 23640:2015 In vitro diagnostic medical devices - Evaluation of
stability of in vitro diagnostic reagents
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() Abbott

Declaration of Conformity

Certificate Identification: DoC-04R471-SD DELK
Legal Manufacturer’s Name: Abbott GmbH & Co. KG
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04R4701 56701 Alinity Reagent Replacement Caps Self-declared
Authorized European N/A
Representative (name and address)
Storage site of technical Abbott Laboratories Diagnostics Division
documentation (name and address) | 100 Abbott Park Rd.
Abbott Park, IL USA 60064
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.

e { ] /‘{\k’\ Signature: %M/é&g; | / ué/dé&(/"

/

Full Name: Dr. Jorg Amborn Full Name: Michele Smith-Waheed
Position: Director Quality Assurance Position: Assoc. Director Regulatory Affairs
Date of Approval: {0 \U - 8%~ Date of Approval: off <__)/,://Vfg C;,?ﬂ / 7
Date Issued: //:f nk r720 / ?
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 6 December 2016

Effective (Date or

7 A
Lot Number): W 7:/‘ ce77




		2023-02-01T14:04:10+0200
	Moldova
	MoldSign Signature




