c)

Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0491K4
Basic UDI-DI Name: Creatinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479120 Creatinine2 53251 W01010207
Manufacturer | Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
(Name and Address)
Manufacturer SRN | IE-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A

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

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Notified Body
(Name and Identification Number)

TUV SUD Product Service GmbH,
Ridlerstralie 63, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex [X Chapters I and III,

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

Common Specifications (CS)

N/A

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

of the manufacturer.

Full Name: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: M/ Signature: =S &M
4 [
Date of Approval: [0 SEF 202§ Date of Approval: G- SEC-Zp2dy

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

(O

Date Issued:

SEP 1oTy

Place Issued: _Lisnamuck. Longford Co. Longford Ireland

Supersedes: _13-Mar-2023

Effective (Date .
or Lot Number): CE Lo Y

IL=)

Digitally signed by Ceaicovschi Tudor
Date: 2025.04.24 12:15:30 EEST
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA
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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 nell’ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I 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 Légale Ra fesentante S /O‘é /,Z_; A4

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

sentineldi:



SENTINEL

EC DECLARATION OF CONFORMITY

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

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

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 unidonea procedura per garantire la sorveglianza post-vendita richiesta dalla
Diretfiva.

Sé@l CH.SpA Date / Data
?.éﬁal presentative
rT,.’L)egale, appresentante > 3o / o¢ / o 4 77_

/ Filippo/ De Luca
/ f

f [

/
/' IS0 9001:2008 - I1SO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 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

REF: 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 I1I 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 : .
Un'Legale Rapprésentante ~ i D/C’io/z:i [+
Filippo De LL; a

!50900h1{08—1501343&2003-ENISOL34&&2012«ISOIB#B&ZOOBCMDCAS-B50H5A51800h2007~1501400k200ﬂ
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SENTINEL

DIAGNOSTICS

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: 07P5621 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
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. 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” dichlara sotto la propria responsabilita che il dispositivo

REF: 07P5621 Descrizione: Alinity ¢ 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. e 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 Represent/a’tive

Un Legale Rappr/es?k/ant (2 \W\ 2o\%
i [Ten—

Ugo De Luc?‘
74

/
/
/

/
/

IS0 9001:2015 -~ ISO 13485:2016 & EN ISO 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2015
SENTIMEL CH. SpA - Via Robert Koch, 2 - 20152 MILANO - Tel, +39 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc. e P. IVJ\_,I VAT IT 97118040‘158 ]
Registro delle Impr"ese di Milano - REA n® 1139796 - Registro AEE n® [T08040000004820 - Cap. Soc. / Nom. Cap. € 5.000.000 i.v. - sentinel@sentinel.it
www.sentineldiagnostics.com



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: 07P5624 Description: Alinity c 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
I1T 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 Jin 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 |a propria responsabilita che il dispositivo

REF: 07P5624 Descrizione: Alinity ¢ 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 nell'ambito dell’applicazione di un sistema qualitd
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 Rappyésentante riz\W2\2e\R

Ugo De Luéa /
= ;/ f/' z{’(ﬁf/l_,.

/s 1SO 9001:2015 - 1SO 13485:2016 & EN ISO 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - 1S0 14001:2015

SENTINEL CH. SpA - Via Robert Koch, 2 - 20152 MILANO - Tel, +39 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc. e P. IVA / VAT IT 07118040158
Registro delle Imprese di Milano - REA n® 1139796 - Registro AEE n® 1T0B040000004820 - Cap. Soc. / Nom. Cap. € 5.000.000 i.v. - sentinel@sentinel.it
www.sentineldiagnostics,com



N

EU DECLARATION OF CONFORMITY

as per Annex |V of the Reg. EU 2017/746 on in vitro diagnostic medical devices

SENTINEL CH. S.p.A.

Via Robert Koch, 2 - Milano (MI) - 20152 - Italy
REGISTERED TRADEMARK: SENTINEL DIAGNOSTICS
SRN NUMBER: IT-MF-000012556

The present EU Declaration of Conformity is released under the sole responsibility of the SENTINEL CH. S.p.A,,
manufacturer of the devices listed in table 1.

REF Device Commercial Name Basic UDI-DI
0673220 Cystatin C 805805668CICYSC02ZZ231N42
0673230 Cystatin C 805805668CICYSC02Z7231N42
06T3201 Cystatin C Calibrators 805805668CICYSC02ZZ231N42
0673210 Cystatin C Controls 805805668CICYSC02ZZ231N42

Table 1 —Product list

REF Intended purpose
06T3220 | The Cystatin C assay is an in vitro diagnostic test used in the quantitative immunoturbidimetric determination
of cystatin C in human serum and plasma on the Alinity c system.
06T3230 | Measurement of cystatin C aids in the diagnosis and treatment of renal diseases.
For laboratory professional use only.
06T3201 | The Cystatin C Calibrators are for the calibration of the Alinity ¢ system when used in the guantitative
immunoturbidimetric determination of cystatin C in human serum and plasma.
For additional information, refer to the Cystatin C reagent package insert and the Alinity ci-series Operations
Manual. For laboratory professional use only.
06T3210 | The Cystatin C Controls are for the estimation of test precision and the detection of systematic analytical
deviations of the Alinity c system when used in the quantitative immunoturbidimetric determination of cystatin
C in human serum and plasma.
For additional information, refer to the Cystatin C reagent package insert and the Alinity ci-series Operations
Manual. For laboratory professional use only.

Table 2 —Intended purposes

The above listed devices are classified in Class B according to the rules set out in Annex VIl of the Reg. EU 2017/746.

The above listed devices covered by the present declaration are in conformity with Regulation (EU) 2017/746 of the
European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices.

Common specifications: not applicable

Notified Body identification
Name and identification number of the notified body: BSI Group The Netherlands B.V., 2797.

Description of the conformity assessment procedure performed as per Article 48:
- Quality Management System Assurance: Annex IX;
- Assessment of Technical Documentation: Annex IX.

Identification of the certificate: IVDR 752785.

Name: Paolo Bosi Place and Date: (\’\&(,CU\LQ"/ A3 142 12024
Function: A legal representative (place, dd/mm/yyyy)
Signature: J
(on behalf of the company) Version: 2
mod. 468 - rev. 3 —07/02/2023 Pagel/1

IS0 9001:2015 - ISO 13485:2016 & ISO 13485:2016 MDSAP - IS0 45001:2018 - ISO 14001:2015
Sentinel CH. SpA - Via Robert Koch, 2 - 20152 Milano - Tel. +39 02 36217 1 Fax. +39 02 36217 464 - Cod. Fisc. E P. IVA /VAT IT 07118040158
Registro delle Imprese di Milano- REA n® 1139796 - Registro AEE n°ITO8040000004820 - Cap. Soc. /Mom. Cap. € 14.000.000 i.v. - sentinel@sentinel.it
www.sentineldiagnostics,.com



EU DECLARATION OF CONFORMITY D;I‘_:t'_u?
110N
werfen _ _
File name: DRC-1269_D-Dimer_R02
Page 1 of 2
P-172-08
EU DECLARATION OF CONFORMITY
[REF] Basic UDI-DI EMDN Code
W0103 (Level 3)
D-Dimer 01R1022 8436003070726XV
WO010302 (Level 4)
W0103 (Level 3)
D-Dimer Calibrator 01R1001 8436003070726XV
W010302 (Level 4)
W0103 (Level 3)
D-Dimer Controls 01R1010 8436003070726XV

W010302 (Level 4)

INTENDED PURPOSE

D-Dimer: The D-Dimer is an automated clinical chemistry assay used for the quantitative
determination of D-Dimer in human citrated plasma on the Alinity c system. The D-Dimer
assay is to be used as an aid for diagnosing thrombosis and monitoring thrombolytic therapy
in patients suspected to suffer a thrombotic event. Elevated levels of D-Dimer are found in
clinical conditions such as deep vein thrombosis {(DVT), pulmonary embolism (PE), and
disseminated intravascular coagulation (DIC). D-Dimer levels also rise during the normal
pregnancy, but very high levels are associated with complications. For laboratory professional
use only.

D-Dimer Calibrator: The D-Dimer Calibrator is for the calibration of the Alinity ¢ system
when used for the quantitative determination of D-Dimer in human citrated plasma. For
laboratory professional use only.

D-Dimer Controls: The D-Dimer Controls are for the estimation of test precision and the
detection of systematic analytical deviations of the Alinity c system when used for the

guantitative determination of D-Dimer in human citrated plasma. For {aboratory
professional use only.

BIOKIT, S.A.
J Av. Can Montcau 7

Llica d'Amunt (Barcelona) 08186 SPAIN
SRN: ES-MF-000002406

We, as the manufacturer of the device(s), take sole responsibility for and hereby declare that the above-
mentioned product(s} meet(s) the provisions of the following Regulation(s)/Directive(s):

Revision 02



EU DECLARATION OF CONFORMITY

DRC-1269

wW Edition 8
erfen Fil : DRC-1269_D-Di R02
e name: - a mer_ Page 2 of 2
P-172-08
X Regulation EU 2017/746 on In vitro Diagnostic Medical Devices
RISK CLASS
Oa OB Xc o
CONFORMITY ROUTE

B ANNEX IX Quality Management System and
Assessment of Technical Documentation (Class B, C &

EU CERTIFICATE #: V12
111106 0002 Rev.03 }
Name of Notified Body: TUV  SUD

D) Product Service GmbH, RidlerstraBe
65, 80339 Munich, Germany.
Notified Body Identification.: 0123
I . 25-0A-4
9 Biokit, S.A., Llica d’Amunt g 3
Signature Issued in Date

José Luis Zarroca

CEO

Name

Revision 02

Function




¥ Biokit

A Werfen Company

C € DECLARATION OF CONFORMITY

Manufacturer:

Hersteller Fabricante BIOKIT, S.A.
Fabricants Producent Av, Can Montcau, 7.
Fabricant Tillvarkare 08186 Llica d’Amunt
Produttore Karackeuaoig Barcelona — Spain

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

Biokit erkidrt, dass die aufgefihrten Produki{e} mit den Bestimmungen der angagebenen EU-Richtlinien und mit den aufgefiihrien
normativen Dokurnanten in Ubereinstimmung sind.

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

Biokit déclare par la présente, que le(s) produil(s) sous-mentionné(s}, est {sonf) conforme(s) aux directives et normes Européennes
identifiées dans cetle déclaration.

Biokit dichiara con la presente che il{i) prodotto(i) sottormenzionato(i) é(sono) conformi alia direttiva e agli standard specificali in
questa dichiarazione,

Biokil declara pelo presente que ofs) produto(s) abaixc mencionado(s) esta/estdo conforme a Directiva & normas da Comissaa
Eurcpeia especificadas nesta declaragao.

Biokit erkigerer herved, at det (de) nedenfor anfarts produkt(er) er i overensstemmeise med de EU-direktiver og standarder, der er
anfert i denne erkimring.

Biokit bekrédftar harmed att produkt(er) listade nedan, vara forenfig(a) med Europeiska Union-ens direktiv och standarder
identifierade i denna dekiaration.

H Bickit ye ro rrapdv dnAdver 6T ra TROISYTG TTOU aVaEESOVTaT KaTWTEDW oupopeotvIar ke TNV obnyfa e Evpwiraikig Evwone
Kat Ta IROTUITG ITOU TPOOBIopilovial gTny mapouaa GrAwar.

EU Directive:
El-Richlinie Directiva UE Direclive Furopéenne Diretliva Europea Directiva UE EU-direktiv  EU Direktiv Odnyia EE

IVD - 98/79/EC (27/10/1998) — Annex Il|

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Normafe) Padrdo/Padries Standard(er) Standardfer) Mpéruma

ISO 13485

g Lliga d'Amunt,-23d November 2020
Name:! José Luis Zarroca RO1

CEO
Biokit, S.A.
Biokit, S.A, Av. Can Montcau 7

Barceiona, Spain 68186 Llica d'Amunt Tel +34 93 860 gooon wwww. biokit.com



Y\ Biokit

A Werfen Company

Product(s)

Produkt{e) Produto(s}

Productos) Produkt(er) GMDN code

Produit(s Frodukt{er)

Prodattofi) [Tpotovra

PN
6K38-02 Quantia ASO 53055
6K39-02 Quantia (2-Microglobulin 53927
6K40-02 Quantia Digitoxin 59084
6K41-02 Quantia Ferritin 53718
6K42-02 Quantia IgE 61274
6K44-02 (uantia RF 55111
BK45-03 Quantia PROTEINS Standard 30505
6K46-03 Quantia ASO Standard 51744
6K47-03 Quantia B2-Microglobulin Standard 38215
6K48-02 Quantia Digitoxin Standard 55330
6K49-03 Quantia Ferritin Standard 41927
6K50-03 Quantia IgE Standard 53777
6K52-03 Quantia RF Standard 42230
6K53-02 Quantia PROTEINS Control 30506
BK57-02 Quantia Digitoxin Control 38533
6K54-02 Quantia ASO RF Control | 30508
6K55-02 Quantia ASO RF Control Il 30506
6K56-02 Quantia Ferritin/Myoglobin/IgE Control (30506
6K99-02 Quantia A1-Antitrypsin 53602
6.32-43 Quantia Myoglobin 59042
6L33-05 Quantia Myoglobin Standard 41733
6L34-43 Quantia A-1-AGP 53606
7K00-03 Quantia Lp(a) 53438
5P83-02 Lp(a) Calibrators 41417
5P84-11 Lp(a) Control 41418
7K02-02 Quantia D-Dimer 47346
7K02-21 Quantia D-Dimer Control 47347
7K02-11 Quantia D-Dimer Standard 47348

Biokit, S.A. Av. Can Montcau 7

Barcelona, Spain 08186 Lliga d’amunt Tel +34 93 860 gooo

www. biokit.com



a ABBOTT

Declaration of Conformity

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

04T96

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

. =3
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code |

of Devices 4

04T9620 53030 Gamma-Glutamyl Transferase2 Self-declared

NE—.

04T9630 53030 Gamma-Glutamyl Transferase2 Self-declared |
“Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
{rame and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: );‘ GEQ/»?L L%\({gt-/’ Signature:

Full Name : ; Full Name
(printed): Siobhan Wright (printed):
Position: Director Quality Assurance/ ~ Position:

Site Quality Head
Date of D~ S§eY- Lot Date of
Approval: Approval:
Date Issued: O - SO pols Place Issued:
Supersedes:  ngt Applicable Effective Date:

—
Thomas Breslin

Manager Regulatory Affairs

09 - Sep - 2021

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

09 - Sep - 2021




) Abbott

Declaration of Conformity

Certificate Identification: DOC-07P5520, 07P5530-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

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

Authorized European N/A

Representative (name and address)

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: / ; K(é[éf Signature: ,2(“[{2[ %{gzﬂgﬁ

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: ZZ 7‘,{,’ 2 ¢ ,Z/ Date of Approval: 1= J11]-2021

{ y
Date Issued: 22- 741/‘ % P
7

Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017
Effective (Date or g4 P
Lot Number); (_?z:" '/jdz/’ < b//?(,/'

&
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074 ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479820 Iron2 54758 W01010216
Manufacturer : ; iR ;
(Name and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Manufacturer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address) |
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters | and 111,

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

Common Specifications (CS)

N/A

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

responsibility of the manufacturer.

Full Name: David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: ,//[%/"“'f Signature: & e MQ#\JI \J\_Q_
= _ P
Date of Approval: 7 [ rUQL’ o} Date of Approval: <) \ QC}\J 203

Signed for, and on
behalf of:

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

Date Issued:

2: ,U')l/ 2ot

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2| Moy 2023

Page 1 of 9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0499K1.
Basic UDI-DI Name: Lactate Dehydrogenase?
Risk Class: Class C

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

0479920 Lactate Dehydrogenase2 53072 Wo1010119

04T9930 " Lactate Dehydrogenase2 53072 wo01010119

Manufactorer | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name gnd Address)

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
(Name and Address)

Auvthorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Jreland
(Name and Address)

Notified Body | TUV 80id Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 » 80339 Munich Germany

Notified Body Number 0123
Quazlity Management System EU Certificate No.
Annex IX Chapters [ and III, No. V12 054869 0013

Conformity Ass t Proced
rmity Assessmen ure Including an assessment of the technical

documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

We, the undersigned, hereby declare that the in vitra diagnostic medicat 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 Disgnostic
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: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: f&m N ‘if; b Signature: _S._@&éf
Date of Approval: 14 - De¢ - Lot ¢ Date of Approval: 13~ Dec- o2}
Signed for, and on
behalf of: _Abbott Ireland Disgnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,
1% - 0eC - LOL Treland
Effective (Date
Supersedes: _N/A or Lot Number): |\ - DEC - LOLI

Page 1 0f1



SEKISUI

DIAGN@STICS

Because every result matters™
DECLARATION OF CONFORMITY
Manufacturer: Sekisui Diagnostics P.E.I. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada
European Representative: MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany
Product:
Product Code Name GMDN Code
07P7120 Alinity ¢ Direct LDL Reagent Kit 53395
Classification: General IVD

Conformity Assessment Route: Annex lll, self-certified

We hereby declare that the above-mentioned products meet the provisions of the Council
Directive 98/79EC for in vitro diagnostic medical devices. All supporting documents are
held by the manufacturer.

Place of Issue: Prince Edward Island, Canada
Signature: L =T o 6. T, # - 2 2
Penny White Date

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

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

Charlottetown, Prince Edward Island

C1E 289 Canada

Tel: 902-566-1396 Fax: 902-628-6504

www sekisuidiagnostics.com
Page 1 of1



SENTINEL.

GNOST

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: 04Y85-20 Description: Lipase NG OC Reagent Kit

EDMA: 11.01.01.23

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: 04Y85-20 Descrizione: Lipase NG OC Reagent Kit

EDMA: 11.01.01.23

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 dichlarato 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 1II 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 Representalive’ ‘

Un Legale Rappre?ﬂ{a i — 23 /02_ /2013
74/, :

IS0 9001:2015 - ISO 13485:2016 & EN ISO 13485:2016 - 1SO 13485:2016 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2015

SENTINEL CH, SpA - Via Robert Koch, 2 - 20152 MILANO - Tel. +39 02 345514.1 Fax -+39 02 345514.64 - Cod. Fisc. e P. l‘}!\/V(\Tlfﬂ/i 58
Registro delle Imprese di Milane - REA n 1139796 - Registro AEE n® 1TO80400000048 7!) Cap, Soc, / Nom, Cap. € 2.500.000 Lv. - sentinel@seantinel.it

www.sentineldiagnostics.com




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P19-SD DLK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN Y 5 . ;

i
Size Code of Devices | Code Names and Description of Devices Classification
08P1920 46795 Alinity ¢ Magnesium Reagent Kit Seif-declared
08P1930 46795 Alinity ¢ Magnesium Reagent Kit 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 II1 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

3 & N

Signature: ¢ Xl Signature: uﬂ!ﬂ 1 é{iﬂhﬁd )

Full Name: Claudia Becker Full Name: Tiffini Jenkins

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

9} (' " " )2

Date of Approval: <4 M }j << Date of Approval: 24 - M{Jy - 2022
Date Issued: {){; LG :;' <022
Place 1ssued: 652035 Wicsbaden, Germany
Supersedes: 11-Jan-2019

Effective (Date or > :
Lot Number): <4 / (Ly 202>
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0403JQ
Basic UDI-DI Name: _Phosphorus2
Risk Class: Class B
List Number GMDN Code | EMDN Code
and Size Code Product and Trade Name
04U0320 Phosphorus2 59123 Ww01010307
04U0330 Phosphorus2 59123 Ww01010307
Manufacturer | Abbott Ircland Diagnostics Division Lisnamuck, Longford, Co. Longford Ircland
(Name and Address)
Manufacturer SRN | 1E-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
(Name and Address)
Notified Body TUV Siid Product Service GmbH Certification Body,
(Name and Identification Number) RidlerstraBe 65 « 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 054869 0013
Conformity ure Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples
Common Specifications (CS) | N/A

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

responsibility of the manufacturer.

Full Name: David Spellman

Full Name: _Sandra Gallagher

Function: Director Quality Assurance/ Site Quality Function:

Manager Regulatory Affairs

Head
Signature: Mf Signature: S faz’é-c.;@’

Date of Approval: /7 e 273 Date of Approval: | F-APR-2022 .
Signed for, and on
behalfof:  Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: / —7 ; /'h’J £ 20272 Place Issued: {.ri:muck, Longford, Co. Longford,
Effective (Date
Supersedes: _N/A or Lot Number): 4 /ﬁ”/£ o2 3




a ABBOTT

Declaration of Conformitlyﬂ

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

04T81

Abbott Ireland Diagnostics Division

[Lisnamuck, Longtord, Co. Longford, Ircland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0418120 53989 Total Protein2 Scif-declared
04T8130 53989 Total Protein2 Sclf-declared
Authorized Europecan Not Applicable

~ Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, I.isnamuck, I.ongford, Co.
Longtord, Ircland.

Harmonized Standards

Listed in the Technical Documentation

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

This declaration is made in accordance with Annex IIT of the IVD Directive and is issucd under the sole

responsibility of the manufacturer.

@)

__fér/wm CJ«A\&)@

Signature: Signature:
Full Name . . Full Name . .
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/  Position: Direstor’Reiatony siffalics
Site Quality Head
Date of . 23-0OLT -Jo Date of ) ‘Z 2 ot 2020
Approval: Approval:
Datelssued: 22 - OCr -0 Place Issucd: Abbott Ircland Diagnostics Division,
Lisnamuck, l.ongford, Co. Longtord, Ireland.
Supersedes:  Not Applicable Etfective Date: 2-v0 - A




DRC-726

- i i CE DECLARATION OF CONFORMITY
v' BIOklt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Herslelter Fabricante Av. Can Montcau, 7
Fabricante Producent 08186 Llica d’Amunt
Fabricant Tittverkare Barcelona

Produttore Karagkevaoric Spain

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

Biokit erkidrt, dass die aufgefihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richilinien und mit den aufgefiihrien
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 déciare par Ia présente, que fe(s) produit(s) sous-mentionné(s), est (sonf) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

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

Biokit declara pelo presente que ofs) produto(s) abaixo mencionado(s) esté/asido conforme a Direcliva e normas da Comissédo
Europeia especificadas nesta declaracio.

Biokit erkizerer herved, at det (de) nedenfor anfarte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfort i denne erklagring.

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

H Biokit e 1o mapdv dnAwve On 10 MPOIOV(=Ta) OV GVOQEDOVIG KATWIEpW CUULIOOEUIVOVIO HE TNV obnyia ¢ Eupwmaikic
Evwong kai Ta mporuTTa rou TTaparifevrar oTny mapodoa ShAwan.

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

IVD - 98/79/EC (27/10/1998)
Standard(s):

Normen und Richtiinien Estandar(es) Norme(s) Norma(e) Padrdo/Padres Standard{er) Standardfer) flgérumo{-a)

ISO 13485




W' Biokit

A Werfen Company

DRC-726
CE DECLARATION OF CONFORMITY

Edition &6

P-172 Page 2 of 2

Notified Body:

Bernannte Stefle Organismo Notificado Organisme Notifié  Organismo Notificato  Organismo Notificado Teknisk Kontroliorgon
Anmdlt Organ Kownvomomuévog Opyaviauos

Name: Other Devices Code: N/A

e Certificate N° N/A

Product(s):

Annex Il|

Produkt{e) Producto(s) Produil(s) Prodotto(i} Produto(s) Produkt(er) Produki{er} Hpoidvi-ra)

|Product(s)
Produkt{e}
Producto(s)
Produit(s
Prodofto(i)

Produto(s}
Produkt(er)
Produkt(er)
Npoidv(-ta)

P/N

01R1622

Alinity ¢ RF Reagent Kit (400 T)

01R1632

Alinity ¢ RF Reagent Kit (920 T)

01R1601

Alinity ¢ RF Standard

fgusty i 2o

Signature  \
Pau Planas
CEOQO

Biokit, S.A

Date
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Abbott
EU Declaration of Conformity
Basic UDI-DI:  038074LFDO0018KQ
Basic UDI-DI Name: Transferrin
Risk Class: Class B

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

08P3824 Transferrin 50041 W0102010307

(Name and Address)

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

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A

(Name and Address)

Authorized Representative SRN | N/A

Produced by (Site of Manufacture) | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland

(Name and Address)

Notified Body | TUV Stid Product Service GmbH, Certification Body,

(Name and Identification Number) | RidlerstraBie 65, 80339 Munich, Germany

Conformity Assessment Procedure

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and I1I, No. V12 054869 0013

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

Common Specifications (CS) | N/A

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

Full Name:

Function:

Signature:

Date of Approval:

Signed for, and on
behalf of:

Date Issued:

Supersedes:

David Spellman Full Name: Sandra Gallagher
Director Quality Assurance/ Site Quality Function:
Head Manager Regulatory Affairs

m Signature: __ S - Gudlepler

o J
13 Ve F=Z 3 Date of Approval: IS~ pEc~2037%

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

/ ‘)/H {91"? c Zoz 3 Place Issued: Lisnamuck, Longford, Co. Longford,

i Ireland
Effective (Date = e -

30 June 2022 or Lot Number): / S‘ p & C b 3

Page 1 of 9




a ABBOTT

Declaration of Conformity 7

Certificate Identification: 04U06
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ireland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation | Appott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.

Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC 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: A Lol gy O L Signature:

Full Name s . Full Name :
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 1Y - JUi\j - L Date of 25‘ 7"~E —20 2 /
Approval: Approval:
Date Issued: We - _‘Jufr\/ - 1t Place Issued: Abbott [reland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: & S — Tv wé - 202/




Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ACP0O775]9
Basic UDI-DI Name: Alinity ¢ Ultra HDL
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P7520 Alinity ¢ Ultra HDLReagent Kit 53391 Ww01010215
07P7530 Alinity ¢ Ultra HDI Reagent 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.IL. Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

C1E 2B9

Canada

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 010051 0137
including an assessment of the technical
documentation for devices concerned on
the basis of representative samples.

Common Specifications (CS)

N/A

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

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: _Director Quality Assurance Function: _Assec. Director Reguldtory Affairs
Signature: (’ P@[ /s ZCH Signature: /%/3,5 g é ,W &‘
Date of Approval: N2 0c+-202F Date of Approval: ,4 A / Cecd / pa<24

Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: /72 0 ct ,?OZ E Place Issued: 65205 Wiesbaden, Germany

Supersedes: 08-Jul-2022

Effective (Date

or Lot Number): /47- //:’/" 2&[5’
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) Abbott
] ®
Declaration of Conformity
Certificate Identification: DOC-08P1620, 08P1630-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN & o ; . .
Size Code of Devices | Code Names and Description of Devices Classification
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 2 ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, [rving, 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: C ; ’Zfézar Signature: ( 2“ L/ gﬂﬂt!ﬂ!!

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 714,’ Z&’Z/ Date of Approval: - Jul-2021
i Date Issued: Z - JVM & et
Place Issued: 65205 Wiésbaden, Germany
Supersedes: 05-Jan-2018

Effective (Date or o
Lot Number): e -‘/744/- 20747




a ABBOTY

Declaration of Conform

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

04LJ09
Abbott [reland Diagnostics Division
Lisnamuck, Longford, Co. Longford, freland,

List Numbers GMDN Caode

Represeutative (name and address)

Names and Description of Devices Classification
and Size Code
of Devices
0400920 53583 Uric Acid2 Self-declared
040930 53583 Uric Acid2 Self-declared
Authorized European Not Applicable

Storage of technical documentation
(name and address)

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

Harmonized Standsards

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 sccordance with Annex IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /ﬁ(w/@ ('%\{GQ’/\’/ Signature: _Zéﬁwlp Mhe:q

Full Name . Full Name

(printed): Siobhan Wright (printed): Lorraine Whitney

Position: Director Quality Assurance/ ~ Position: Director Regulatory Affairs
Site Quality Head

Date of L&~ _NOV.1.0 Date of (d dou 20120

Approval: Approval:

Date Issued: If' MV -0

Place issued: Abboit Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, ireland.

Effective Date: 1€ —NOV - D



| Abbott

0l

Declaration of Conformity

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

DOC-07P5920, 07P5930-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN - ; 4 y
Siue Corde of Devioss: | Cote Names and Description of Devices Classification
07P5920 53480 Alinity ¢ Urine/CSF Protein Reagent Kit Self-declared
07P5930 53480 Alinity ¢ Urine/CSF Protein Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

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: é ' ’/Z{éﬂfff\ Signature: Aﬂ/ﬂﬂ%&ﬂﬂ—

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
S P
Date of Approval: Zz ]7.;,/ ) ocl Date of Approval: L=Juyl=2021
[ o L 277
Y Date Issued: Z < 7/,{/ - 644
P
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 05-Feb-2019

Effective (Date or -
Lot Number): =/~ ;2;/' 2o
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