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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

04T9120 Creatinine2 53251 Ww01010207

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

Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | Ridlerstrafie 65, 80339 Munich, Germany
Notified Body Number 0123

Quality Management System EU Certificate No.
Annex X Chapters I and 111, No. V12 034869 0013
Conformity Assessment Procedure | [ncluding 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: %&/‘ Signature: =. &;ﬁ.p{p/
o [
Date of Approval: [0 SE7 202§ Date of Approval: 5 - SEF-Zpal,

Signed for, and on
behalfof: _Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date Issued; (O SEp oty Place [ssued: _Lisnamuck. Longford Co. Longford Ireland
Effective (Date .
Supersedes:  13-Mar-2023 or Lot Number): I&=] gf /"’ Lol

Digitally signed by Ceaicovschi Tudor
Date: 2025.12.13 09:34:16 EET
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 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: 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
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. 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 ¢ 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 IIT 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’lambito dell‘applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

1l 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. i

'

Sentiriel/ CH. SpA Date / Data

A LegotRepresentative > ;

Un Légale Rappresentante 3o /L)cf /,ZJ A
Filippo De Luca

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

Dir:zwa.
Sentindl CH. SpA Date / Data

A Legal Rej ntative .
ﬁ'll':’é[_ggalef appresentante ) 3o /O[/ZQ /[?Z

/ Filippo/ De Luca
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SENTINEL

Mod. 98 - Rev.4 - Data:03/05/2013

EC DECLARATION OF CONFORMITY
for Jin 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 biclogy
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 07P5602 Description: Alinity ¢ 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 i1 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 e incluso nell'elenco A e B dell’Allegato II della Direttiva

3. € progettato, fabbricato e immesso in commercio nel’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.

/

Sentife} CH. Sp Date / Data

A Legal Represerifative J ny
. ; 2 i s
Urrlegale Rappresentante 3 LJ/’-"’@;" 20 [+
Filippo De LL} a
/

ISO BDOI:ADB - IS0 13485:2003 - EN IS0 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - IS0 14001:2004
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SENTINEL.

DIAGNOS

e

L GO
Med. 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
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 notincluded 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 ITI 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 dispositiva

REF: 07P5621 Descrizione: Alinity c CRP Vario Reagent Kit

EDMA: 12,11.01.09

soddisfa | 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. scddisfa 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 Represen;éfivg

Un Legale Rappresentant () 2V
Ugo De Luca ZE Z',EW

/
.';
F f‘r
IS0 9001:2015 - IS0 13485:2016 & EN ISO 13485:2016 - ISO 13485:2016 CMDCAS - BS OHSAS 18001:2007 - IS0 14001:2015
SENTINEL CH. SpA - Via Robert Koch, 2 - 20152 MILANG - Tel, +39 02 345514.1 Fax +39 02 345514.64 - Cod, Fisc. e P. IVA / VAT IT [)?11#}0--’-*)155
Reglstro delle Imprese di Milano - REA n9 1139796 - Registre AEE n® ITG8040000004820 - Cap. Soc, / Nom. Cap. € 5.000.000 v, - sentinel@santinel [t
www.sentineldiagnostics.com



SENTINEL

DIAGNOSI 5

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 ¢ 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. 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: 07P5624 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 qualitd
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’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 |a sorveglianza post-vendita richiesta dalla
Direttiva.

Sentinel CH. SpA Date / Data
A Legal Representative
Un Legale Rapppésentante izl e\
Ugo De L& -
g [ Ll

/ 74

o 150 9001:2015 - 150 13485:2016 & EN 150 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - 150 14001:2015
SENTINEL CH. Spa - Via Robart Koch, 2 - 20152 MILANO - Tal. 439 02 345514.1 Fax +3% 02 345514.64 - Cod, Fisc. & P. IVA / VAT IT 07118040158
Registro delle Imprese di Milano - REA n® 1139796 - Registro AEE n® 1TOBD40000004820 - Cap. Soc, / Nom. Cap. € 5.000.000 Lv. - sentinel@sentinel.il
www.sentineldiagnostics.com



cJ

Abbott

Wasic UM-BE:
Tusic HEM-DH Name:
Bisk Classs

EU Declaration of Conformity

DIROTIDAT OOD2EC)

Alinity c-series Perergeat A

Class A

List l"nmhcr Product and Trade Name GMBN Code EMDN Code
and Nire Cole
O3PY6T70 Alinity ¢-series Detergent A 59058 WO20H010185

Maauwfacturer
{Namc and Address)

Abbotr .;lh{Eﬂnrics
1915 Tlurd Brive
Irving, TX 75038 USA

Muanufacturer SEN

UIS-MI-00063 7777

Autherized Representative
{Name and Address)

Abbost CGiabE
Mux-Planck-Ring 2
65205 Wicshaden, {iermany

Authorized Representative SRN

DE-AR-O00009457

Produced by (dite of Manufactare)
{Name and Address)

Sekisui Disgnostics P.RE e,
Y Wans Avenue
Chartottelown

Prince idward Iskind

CiE 2139 Canada

Conformity Assessment Procedure

Ananex Hoand

We. the undersigned, hereby declare that the in vitro disgnostic medical deviceds) deseribed above conform with the applicable
provisions of the Regulation (3:0)) 2017/746 of the European Partiament and of tie Council of 5 Aprit 2017 on In Vigo Dizgnostic
Medical Devices: and additionally conforns applicable provisions of Directive 201 1/65/BE of the European Parlimnent and of the
Council of B June 2617 on the restrietion of the use of corfiin hazardous substances in clectrical and clecironic cyuipment, and to
applicable provisions of Directive 200642/1C of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/ 16/EC as trunsposed into the kaws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex Vi of the ROHS
Directive, and Annex IT of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Full Nanw:  Kevin Richardson

Pull Name:  Melissa Vaughan

Function:

["unction:

Signaturc:

Date of Approvil;

Direcsor, Instrument Craalily

R = Ty~ AR

Direcior, Repulitory Afiairs

Signatire:

q/\’]ffu{ﬂl \OALL *l 1/

Dyate of Appraval:

ﬂnﬂw DL \{ %

Signed lor, and on
hehalt of;

Abbott Laboratorics, 1915 Turd Drive,
Jrving, [X 75038 USA

Dae bsued: 20~ Juud - 2023 o

23-Muy-2022

Supersedes:

Mace Isseed:  Teving, Texas

Fective (P
ar .ot Numbery:

20-Jul-2023
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cJ

Albott

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

EU Declaration of Conformity

038074DALOOBZFQ

Alinjty ¢-series Detergent B

Class A

List Number
and Size Code

Product and Trade Name GMDN Code

EMDN Cade

08P9781

Alinity ¢-series Detergent B

39058

W0201010185

Manufactarer
{Namie and Address)

Abbott Laboratories
1915 Hurd Drive
frving, TX 75038 LSA

Manufacturer SRN

US-MF-0000177377

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Sekisui Diagnostics P.E.T. Tnc.
70 Watts Avenue
Charlottetown

Prince Edward Istand

C1E 2B% Canada

Conformity Assessment Procedure

Annex IT and III

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regutation (EU} 2017/746 of the European Parliament and of the Council of 3 April 2017 on in Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the Europzan Parliament and of the
Council of 8 June 201t on the restriction of the use of certain hazardous substances in electrical and elecirenic 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 TVD Regulation, Annex VI of the ROHS Directive, and Annex 11
of the Machinery Directive and is issued under the sole responsibility of the manufacturer.

Full Name:

Michele Smith-Waheed

Full Name: Thamas Creel
Sr. Director, Instrument and Automation
Function: Quatity
Signature: % /\ £ :‘)‘ /
S

Date of Approval: ;? ~ /WE.{; “:;229)

Signed for, and on  Abbott Labastories, 1915 Hurd Drive,
behalf of, _Irving, TX 75038

Function:  Associate Director, Regulatory Affairs

fJA/kJ

Signature:

Date of Approval: ,74 <~ ML /u - L2 A

Date Issued: ﬁlz = "m’/‘}/ ’Jﬂﬂé}—

Supersedes: N/A

Place Issued: _lIrving, Texas

Effective (Date
or Lot Number):

L= - //‘7,0/-.1 Koo



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

BG EC AEKJIAPALIMSA 3A CbOTBETCTBHUE Bbazos UDI-DI HawnmMenosanue Ha 6a308 UDI-DI

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

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

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

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

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

ET ELi vastavusdeklaratsioon Pohi-UDI-DI Pohi-UDI-DI nimi

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

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

HU EU-MEGFELELOSEGI NYILATKOZAT Alapveté UDI-DI Alapvet6 UDI-DI neve

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

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

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

NO EU-samsvarserklaering Grunnleggende UDI-DI Grunnleggende UDI-DI-navn

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

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

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

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

SV | EU-FORSAKRAN OM OVERENSSTAMMELSE | Grundliggande UDI-DI Namn pa grundliggande UDI-DI

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

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

BG Kuac ciopen pucka KaranosxeH HOMep 1 KOJ Ha pa3Mepa ViMe Ha POJIyKTa ¥ ThPTOBCKO HANMCHOBAHHUE

CS Rizikova tfida Katalogové ¢islo a koncové dvojéisli uréujici Nazev produktu a obchodni nazev
velikost soupravy

DA Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og varemarkenavn

DE Risikoklasse Bestellnummer und GréBencode Produkt- und Handelsname

EL Katnyopia kivdvvov Kwdkog poidvtog kar Kmdikdg Tuokevasiog Mpoidv ko Epumopikn Ovopacio

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

ET Riskiklass Katalooginumber ja suurusekood Toote nimetus ja kaubanimi

FR Classe de risque Référence Nom de produit et de marque

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

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

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

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

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

NO Risikoklasse Bestillingsnummer og sterrelseskode Produkt- og handelsnavn

PL Klasa ryzyka Numer katalogowy Nazwa produktu i nazwa handlowa

PT Classe de risco Numero de lista ¢ codigo de apresentagio Produto e nome comercial

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

SK Rizikova trieda Katalogové Cislo Nézov produktu a obchodny nézov

SV Riskklass Listnummer och storlekskod Produkt och firmanamn

TR Risk Sinifi Liste Numarasi ve Boyut Kodu Uriin ve Ticari Ismi




EN | GMDN Code EMDN Code Manufacturer (Name and Address) Manufacturer SRN

BG | Kox GMDN Kox EMDN IIpousBoauTen (MMe U aapec) EPH na npousBoauTes

CS Ko6d GMDN Kéd EMDN Vyrobcee (ndzev a adresa) Jediné registracni ¢islo vyrobce

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

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

EL | Kodwdg GMDN (Ovopatoroyie | Kwdwdg EMDN (Ovopatoroyio Kartaokevaotg (Ovopa kot SRN (Movadikdg ApiBpos Mntpdov)

LITPOTEYVOAOYIKDV TPOIOVI®V) LOTPOTEYVOLOY KMV TPOIOVT®V) Aevfuvon) Kotaokevaot)

ES Codigo GMDN Codigo EMDN Fabricante (nombre y direccion) SRN (ntimero de registro tinico) del
fabricante

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

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

HR | GMDN kod EMDN kod Proizvodac (naziv i adresa) SRN (jedinstveni registracijski broj)
proizvodaca

HU | GMDN-kod EMDN-ké6d Gyarto (név és cim) Gyarto egyedi regisztracios szama
(SRN)

IT Codice GMDN Codice EMDN Fabbricante (nome e indirizzo) SRN (numero di registrazione unico)
del fabbricante

LV | GMDN kods EMDN kods Razotajs (nosaukums un adrese) Razotaja vienotais registracijas numurs
(VRN)

LT | Visuotinés medicinos priemoniy Europos medicinos priemoniy Gamintojas (pavadinimas ir adresas) Gamintojo unikalusis registracijos

nomenklatiiros kodas nomenklatiiros kodas numeris
NO | GMDN-kode EMDN-kode Produsent (navn og adresse) Produsentens SRN
PL Kod GMDN Kod Europejskiej Nomenklatury Producent (nazwa i adres) Niepowtarzalny numer rejestracyjny
Wyroboéw Medycznych producenta

PT Codigo GMDN Codigo EMDN Fabricante (Nome e Morada) Numero tnico de registo do fabricante

RO | Cod GMDN Cod EMDN Producitor (nume si adresa) SRN producitor

SK | Kéd GMDN Kéd EMDN Vyrobca (Nazov a adresa) Jediné registraéné Cislo (SRN) vyrobcu

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

TR | GMDN Kodu EMDN Kodu Uretici (Isim ve Adres) Uretici SRN’si




EN | Authorized Representative (Name and Address) | Authorized Representative SRN Produced by (Site of Manufacture)
(Name and Address)
BG | YmobiaHOMOLIEH IpeAcTaBUTEN (MME U apec) EPH Ha yIsIHOMOILCHHS IPEACTABUTE IponsBeneHo OT (MACTO HA IPOU3BOACTBO) (MME H
azpec)
CS Zplnomocnény zastupce (nazev a adresa) Jediné registraéni Cislo zplnomocnéného zastupce Vyrobeno (misto vyroby) (nazev a adresa)
DA | Autoriseret reprasentant (navn og adresse) Autoriseret repraesentants SRN Produceret af (fabrikationssted)
(Navn og adresse)
DE Bevollméchtigter (Name und Adresse) SRN des Bevollméchtigten Hergestellt von (Herstellungsstandort)
(Name und Adresse)
EL E&ovaiodotnpévog Avtirpdécmnog (Ovopa Kot SRN E&ovctodotnpévov Avtimposmnon Kartaokevdleton omd (Epyostéoto mapaymync)
Aevbouvon) (Ovopacio kot Aigvbuvon)
ES Representante autorizado (nombre y direccion) SRN (niimero de registro tinico) del representante Producido por (Lugar de fabricacion) (Nombre y
autorizado direccion)
ET Volitatud esindaja (nimi ja aadress) Volitatud esindaja unikaalne registreerimisnumber Tootnud (tootmiskoht) (nimi ja aadress)
FR Mandataire (nom et adresse) Numéro d'enregistrement unique du mandataire Produit par (site de fabrication)
(nom et adresse)
HR | Ovlasteni zastupnik (naziv i adresa) SRN (jedinstveni registracijski broj) ovlastenog Proizvodi (Mjesto proizvodnje)
zastupnika (Naziv i adresa)
HU | Meghatalmazott képviseld (név és cim) Meghatalmazott képviseld egyedi regisztracios Gyarto (gyartas helye)
szdma (SRN) (név és cim)
IT Mandatario (nome e indirizzo) SRN (numero di registrazione unico) del Prodotto da (sito di fabbricazione)
mandatario (nome e indirizzo)
LV | Pilnvarotais parstavis (nosaukums un adrese) Pilnvarota parstavja vienotais registracijas numurs Razots (razo$anas vieta)
(VRN) (nosaukums un adrese)
LT Igaliotasis atstovas (pavadinimas ir adresas) Igaliotojo atstovo unikalusis registracijos numeris Pagaminta (gamybos vieta) (pavadinimas ir
adresas)
NO | Autorisert representant (navn og adresse) Den autoriserte representantens SRN Produsert av (produksjonssted)
(navn og adresse)
PL Upowazniony przedstawiciel (nazwa i adres) Niepowtarzalny numer rejestracyjny Wyprodukowano przez (miejsce produkcji)
upowaznionego przedstawiciela (nazwa i adres)
PT Mandatario (Nome e Morada) Numero tnico de registo do mandatario Produzido por (Local de fabrico)
(Nome e Morada)
RO | Reprezentant autorizat (nume si adresa) SRN reprezentant autorizat Produs de citre (locatie productie) (nume si adresa)
SK | Autorizovany zastupca (nazov a adresa) Jediné registracné ¢islo (SRN) autorizovaného Vyrobené (miesto vyroby)
zastupcu (ndzov a adresa)
SV Auktoriserad representant (namn och adress) Auktoriserad representants SRN Tillverkas av (tillverkningsort) (namn och adress)
TR | Yetkili Temsilci (Isim ve Adres) Yetkili Temsilci SRN’si Uretici (Uretim Tesisi)

(Isim ve Adres)




EN Conformity Assessment Procedure Annex II and I1I Full Name

BG IIpouenypa 3a o1leHKa Ha ChOTBETCTBUETO IIpunoxenne II u 111 IIp1HO HauMEHOBaHUE
CS Postup posuzovani shody Piiloha II a IIT Cely ndzev

DA | Overensstemmelsesvurderingsprocedure Bilag II og 111 Fulde navn

DE Konformititsbewertungsverfahren Anhang I und IIT Vollstindiger Name
EL Awdikaosio a&loldynong cupupudpe®ong Hapdapnuo IT ko 1T TIANpng ovopocio
ES Procedimiento de evaluacion de la conformidad Anexos Il y III Nombre completo
ET Vastavushindamismenetlus 11 ja III lisa Tdisnimi

FR Procédure d’évaluation de la conformité Annexes II et I1I Nom complet

HR | Postupak ocjenjivanja sukladnosti Prilog II. i III. Puni naziv

HU | Megfeleldségértékelési eljaras 11. és I1I. melléklet Teljes név

IT Procedura di valutazione della conformita Allegati Il e 111 Nome completo

LV | Atbilstibas novértéSanas procediira 1T un III pielikums Pilns nosaukums
LT Atitikties vertinimo procediira 11 ir 11T priedai Vardas ir pavardé
NO | Framgangsmate for samsvarsvurdering Vedlegg 11 og IIT Fullt navn

PL Procedura oceny zgodnosci Zalacznik 11 oraz 111 Imie i nazwisko

PT Procedimento de avaliagdo da conformidade Anexo I e 11T Nome completo

RO | Procedura de evaluare a conformitatii Anexa II si ITT Numele complet

SK Postup posudzovania zhody Priloha II a III Cely ndzov

SV Forfarande for bedomning av 6verensstimmelse Bilaga II och III Fullstdndigt namn
TR Uygunluk Degerlendirme Prosediirii Ek I ve 111 Ad1 Soyadi

EN Function Signed for, and on behalf of Date Issued

BG JUTBXKHOCT IToamucaHo 3a U OT UMETO Ha JlaTa Ha u3/IaBaHe
CS Funkce Podepsano za a jménem Datum vydéni

DA Funktion Underskrevet for og pa vegne af Udstedelsesdato

DE Funktion Unterzeichnet fiir und im Auftrag von Datum

EL Agrtovpyia Ymoypdgetat yio Kot €K LEPOLG TOV/TNG Huepounvia ékdoong
ES Funcion Firmada por, y en nombre de Fecha

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

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

LV Amats Parakstits §adas personas varda IzdoSanas datums
LT Pareigos Subjekto, kurio vardu pasirasoma, pavadinimas I8davimo data

NO Funksjon Signert for, og pa vegne av Utstedelsesdato

PL Funkcja Podpisano w imieniu Data wydania

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

RO Functia Semnat pentru si In numele Data eliberarii

SK Funkcia Podpisané za a v mene Datum vydania

SV Funktion Undertecknat for och pa uppdrag av Datum for utfidrdande
TR Gorevi Namina ve temsilen imza Diizenlenme Tarihi




EN Supersedes Signature Date of Approval
BG 3amecTBa TToamnuc JaTa Ha ogoOpeHue
CS Nahrazuje Podpis Datum schvéleni

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

HU | Hatalytalanitja a kovetkez6 dokumentumot: Alairas Jovahagyas datuma
IT Sostituisce Firma Data di approvazione
LV Aizstaj Paraksts ApstiprinaSanas datums
LT Pakeicia Parasas Patvirtinimo data

NO Erstatter Signatur Godkjenningsdato

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

SK Nahradza Podpis Datum schvélenia

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

EN Place Issued Effective (Date or Lot Number)

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

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

DA | Udstedelsessted Ikrafttreedelse (dato eller lotnummer)

DE Ort Giiltig ab (Datum oder Chargenbezeichnung)

EL Tomog ékdoong e 1oyv and (Huepounvia M ap. moptidog)

ES Expedida en Efectiva (fecha o numero de lote)

ET Viljaandmise koht Joustumine (kuupdev voi partiinumber)

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

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

HU | Kiadas helye Hatalybalépés (datum vagy tételszam)

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

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

LT Isdavimo vieta Isigalioja (data arba partijos numeris)

NO Utstedelsessted Gjelder fra (dato eller lotnummer)

PL Miejsce wydania Obowigzuje od (data lub numer partii)

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

RO Locul eliberarii Valabilitate (data sau numarul lotului)

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

SV Plats for utfirdande Verkstélligt (datum eller lotnummer)

TR Diizenlendigi Yer Yiiriirlik (Tarih veya Lot Numarasi)




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S 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 II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

BG

Hue, nomynoanucanute, ¢ HACTOSIIOTO JEKIapUpaMe, 4e TOPEONHCaHOTO(UTe) MEAUIIMHCKO(H) U3JICNHe(s) 32 MHBUTPO ANArHOCTUKA OTroBapsi(T) Ha
IIpUIOKUMHTE pasnopentdu Ha Permament (EC) 2017/746 na EBponeiickus napnaMenT 1 Ha ChBeTa oT 5 anpuin 2017 T. OTHOCHO MEJUITMHCKUTE U3EUs 32
HMHBUTPO AUATHOCTHUKA; OCBEH TOBA OTrOBapsi(T) Ha NPHIOKUMHUTE paznopenou Ha Jupexrusa 2011/65/EC na EBponeiickus napnamenT u Ha CpBeTa OT 8 1oHH
2011 r. OTHOCHO OrpaHMYEHUETO Ha YIoTpebaTa Ha ONPE/IE/ICHH OITACHH BEILECTBA B €JIEKTPHYECKOTO U €IEKTPOHHOTO 000py IBaHE U HA MPHUIIOKHMHUTE
pasnopen6u Ha Jupextua 2006/42/EO na EBponeiickus napiamenT u Ha CpBeTa oT 17 Maif 2006 T. 0OTHOCHO MAIIMHUTE, U 32 U3MEHEHHUEe Ha JlupeKkTHBa
95/16/EQO, KakTo € TpaHCIOHHPaHa B HALMOHAIHOTO 3aKOHOATEJICTBO Ha TbPIKABUTE YICHKH.

Tasu nexnapanus ce npaBu B cboTBeTCTBHE C [IpHrnoxenue IV Ha Pernamenta 3a [VD, Ilpunoxenue VI Ha [lupekTrBaTa 3a orpaHM4aBaHe Ha ONIACHUTE
Bemectsa (ROHS) u [punoxenue 11 na /lupekTHBaTa OTHOCHO MAIIMHUTE U 32 HEWHOTO M3/jaBaHE OTTOBOPHOCT HOCH €AMHCTBEHO IIPOU3BOAUTEIIAT.

CS

My, nize podepsani, timto prohlasujeme, Ze diagnosticky(-¢) zdravotnicky(-¢) prostiedek (prosttedky) in vitro uvedeny(-¢) vyse je (jsou) ve shodé s pfislusnymi
ustanovenimi nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne 5. dubna 2017 o diagnostickych zdravotnickych prostfedcich in vitro; a Ze je (jsou)
dale ve shod¢ s pfisluSnymi ustanovenimi smérnice Evropského parlamentu a Rady 2011/65/EU ze dne 8. ¢ervna 2011 o omezeni pouzivani n¢kterych
nebezpecnych latek v elektrickych a elektronickych zafizenich a s pfislusnymi ustanovenimi smérnice Evropského parlamentu a Rady 2006/42/ES ze dne 17.
kvétna 2006 o strojnich zatizenich a o zméné smérnice 95/16/ES, jak byla provedena ve vnitrostatnim pravu ¢lenskych statti. Toto prohlaseni je v souladu s
Ptilohou IV nafizeni IVD, Ptilohou VI smérnice ROHS a Ptilohou II smérnice o strojnich zafizenich a je vydano na vyhradni odpovédnost vyrobce.

DA

Vi, undertegnede, erklarer herved, at det in vitro-diagnostiske medicinske udstyr, der er beskrevet ovenfor, er i overensstemmelse med de geeldende
bestemmelser i Europa-Parlamentets og Radets forordning (EU) 2017/746 af 5. april 2017 om in vitro-diagnostisk medicinsk udstyr, ligesom det overholder
geldende bestemmelser i Europa-Parlamentets og Radets direktiv 2011/65/EU af 8. juni 2011 om begransning af brugen af visse farlige stoffer i elektrisk og
elektronisk udstyr samt overholder geeldende bestemmelser i Europa-Parlamentets og Radets direktiv 2006/42/EF af 17. maj 2006 om maskiner og @ndring af
direktiv 95/16/EF, som det er transponeret i medlemsstaternes lovgivning.

Denne erklering afgives i overensstemmelse med IVD-forordningens bilag IV, ROHS-direktivets bilag VI samt maskindirektivets bilag II og udstedes under
fabrikantens eneansvar.

DE

Wir, die Unterzeichner, erkldren hiermit, dass das oben beschriebene In-vitro-Diagnostikum/die oben beschriebenen In-vitro-Diagnostika die entsprechenden
Bestimmungen der Verordnung (EU) 2017/746 des Européischen Parlaments und des Rates vom 5. April 2017 {iber In-vitro-Diagnostika erfiillen und zusétzlich
die entsprechenden Bestimmungen der Richtlinie 2011/65/EU des Europdischen Parlaments und des Rates vom 8. Juni 2011 zur Beschrankung der Verwendung
bestimmter geféhrlicher Stoffe in Elektro- und Elektronikgerdten sowie der Richtlinie 2006/42/EG des Europédischen Parlaments und des Rates vom 17. Mai 2006
iiber Maschinen und zur Anderung der Richtlinie 95/16/EG gem#B Umsetzung in den Gesetzen der Mitgliedsstaaten.

Diese Erklarung erfolgt gemal Anhang IV der IVD-Verordnung, Anhang VI der RoHS-Richtlinie und Anhang II der Maschinen-Richtlinie und wird unter
alleiniger Verantwortung des Herstellers ausgestellt.

EL

Epeig, ot vmoypdpovteg, SNAGVOLLE e TO POV OTL T TPOAVAPEPOUEVE. SI0YVAOCTIKA 10TPOTEYVOLOYIKA TPOTOVTE GUUHOPPAOVOVTAL LE TIG 1IoYDOVCES S1aTAEELS
tov Kavoviepot (EE) 2017/746 tov Evponaikot KowoBovAiov kot tov ZvpPoviiov g 5™ Anpihiov 2017 oyetikd e ta in vitro S10yveGTIKE 10TPOTEXVOLOYIKA
TPOIOGVTO KL EMIONG GLUHOPPAOVOVTOL e TS Woydovoeg dratdéelg g Odnylag 2011/65/EE tov Evponaikod KowvoBovAiov kot tov Zvppoviiov g 8™ lovviov
2011 oyeTikd pe TOVG TEPLOPIGUOVG GTN YPTOT) CUYKEKPLUEVAV EMKIVILVOV 0VGIAOV GTOV NAEKTPLKO Kot NAEKTPOVIKO EO0TAGHO, KAOMS KoL LE TIG 10XV0VCES
Swatd&ers g Odnyiag 2006/42/EK tov Evpanaikot Kowvopoviiov kot tov Zvppoviiov g 17" Moiov 2006 oyetikd e Tov unxovikod eEomhopnd Kot v
tpomomomtikny Odnyia 95/16/EK émwg ot petapéptnke ot vopobesio tmv kpatdv pedv. H dMiwon avt yivetoan copgova pe to Mopdptmpa IV tov
Kavoviopo0 IVD, to Hapaptnpa VI g Odnyiag ROHS kot to Tapdptnua II g Odnylog yia tov pnyovikd eEomhopd kot ekdidetal pe amokAelotikn evhovn
TOV KOTOOKEVAOTY].

ES

Nosotros, los abajo firmantes, por la presente declaramos que el(los) producto(s) sanitario(s) para diagnostico in vitro descrito(s) anteriormente cumple(n) las
disposiciones aplicables del reglamento (UE) 2017/746 del Parlamento Europeo y del Consejo del 5 de abril de 2017 sobre productos sanitarios para diagnostico
in vitro; y ademas cumple(n) las disposiciones aplicables de la Directiva 2011/65/EU del Parlamento Europeo y del Consejo del 8 de junio de 2011 sobre
restricciones a la utilizacion de determinadas sustancias peligrosas en aparatos eléctricos y electronicos, y las disposiciones aplicables de la Directiva 2006/42/EC
del Parlamento Europeo y del Consejo del 17 de mayo de 2006 sobre maquinaria, y la Directiva de enmienda 95/16/EC tal y como se ha incorporado en las leyes
de los Estados Miembros.

Esta declaracion se realiza en conformidad con el Anexo IV del Reglamento IVD, Anexo VI de la Directiva ROHS y Anexo II de la Directiva de maquinas y es
emitida bajo la exclusiva responsabilidad del fabricante.

ET

Meie, allakirjutanud, kinnitame, et eespool kirjeldatud in vitro diagnostikameditsiiniseadmed vastavad Euroopa Parlamendi ja ndukogu 5. aprilli 2017. aasta
madruse (EL) 2017/746 (in vitro diagnostikameditsiiniseadmete kohta) kohaldatavatele sitetele ning lisaks vastab see kohaldatavatele sitetele Euroopa
Parlamendi ja ndukogu 8. juuni 2011. aasta direktiivis 2011/65/EL (teatavate ohtlike ainete kasutamise piiramise kohta elektri- ja elektroonikaseadmetes) ja
Euroopa Parlamendi ja ndukogu direktiivis 2006/42/EU, 17. mai 2006, mis kisitleb masinaid ja millega muudetakse direktiivi 95/16/EU, nagu see on iile vdetud
litkmesriikide seadustesse.

See deklaratsioon on koostatud vastavalt IVD maééruse IV lisale, ROHS direktiivi VI lisale ja masinadirektiivi II lisale ning see on vilja antud tootja vastutusel.

FR

Nous soussigné(e)s, déclarons par la présente que le(s) dispositif(s) médical(aux) de diagnostic in vitro indiqué(s) ci-dessus est/sont conforme(s) aux dispositions
applicables du Reglement (UE) 2017/746 du Parlement européen et du Conseil du 5 avril 2017 relatif aux dispositifs médicaux de diagnostic in vitro, aux
dispositions applicables de la Directive 2011/65/UE du Parlement européen et du Conseil du 8 juin 2011 relative a la limitation de ’utilisation de certaines
substances dangereuses dans les équipements électriques et électroniques, aux dispositions applicables de la Directive 2006/42/CE du Parlement européen et du
Conseil du 17 mai 2006 relative aux machines et modifiant la Directive 95/16/CE, telles que transposées dans le droit national des Etats membres. Cette
déclaration est établie conformément a I’ Annexe IV du Réglement DIV, a I’ Annexe VI de la Directive ROHS ainsi qu’a I’ Annexe II de la Directive Machines
sous la seule responsabilité du fabricant.

HR

Mi, nize potpisani, ovim putem izjavljujemo da su gore navedeni in vitro dijagnosticki medicinski proizvod(i) sukladni primjenjivim odredbama Uredbe (EU)
2017/746 Europskog parlamenta i Vije¢a od 5. travnja 2017. o in vitro dijagnostickim medicinskim proizvodima; i dodatno primjenjivim odredbama Direktive
2011/65/EU Europskog parlamenta i Vijeca od 8. lipnja 2011. o ograni¢enju uporabe odredenih opasnih tvari u elektri¢noj i elektronickoj opremi, te primjenjivim
odredbama Direktive 2006/42/EZ Europskog parlamenta i Vije¢a od 17. svibnja 2006. o strojevima zamjenjujuci Direktivu 95/16/EZ kako je pretoceno u zakone
drzava ¢lanica.

Ova je izjava sastavljena u skladu s Prilogom IV. Uredbe IVD, Prilogom VI. Direktive ROHS i Prilogom II. Direktive o strojevima i izdaje se pod isklju¢ivom
odgovornoséu proizvodaca.

HU

Alulirottak ezennel kijelentjiik, hogy a fent leirt in vitro orvostechnikai eszk6z(6k) megfelel(nek) az Eurdpai Parlament és a Tanacs in vitro diagnosztikai
orvostechnikai eszkdzokrél szol6 (EU) 2017/746 (2017. aprilis 5.) rendelete vonatkozé rendelkezéseit; tovabba az Eurdpai Parlament és a Tandcs egyes veszélyes
anyagok elektromos ¢és elektronikus berendezésekben valo alkalmazasanak korlatozasarol sz616 2011/65/EU (2011. junius 8.) irdnyelve (RoHS iranyelv)
vonatkoz6 rendelkezéseit; valamint az Eurdpai Parlament és a Tanacs a gépekrdl és a 95/16/EK iranyelv modositasarol szol6 2006/42/EK (2006. majus 17.)
iranyelve vonatkozo rendelkezéseit a tagallamok jogrendjébe atiiltet6 rendelkezéseknek. A jelen nyilatkozat megfelel az IVD rendelet IV. mellékletében, a RoHS
irdnyelv VL. mellékletében és a gépekrdl szo16 irdnyelv I1. mellékletében foglalt eldirdsoknak, és a gyartd kizardlagos feleldssége alapjan keriilt kiadésra.




EN

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable provisions of the
Regulation (EU) 2017/746 of the European Parliament and of the Council of S 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 II of the Machinery
Directive and is issued under the sole responsibility of the manufacturer.

IT

Noi, i sottoscritti, con la presente dichiariamo che il(i) dispositivo(i) medico-diagnostico(i) in vitro sopra descritto(i) ¢(sono) conforme(i) alle disposizioni
applicabili del regolamento (UE) 2017/746 del Parlamento europeo e del Consiglio del 5 aprile 2017 relativo ai dispositivi medico-diagnostici in vitro; ¢(sono)
inoltre conforme(i) alle disposizioni applicabili della direttiva 2011/65/UE del Parlamento europeo e del Consiglio dell'8 giugno 2011 sulla restrizione dell’uso di
determinate sostanze pericolose nelle apparecchiature elettriche ed elettroniche, e alle disposizioni applicabili della direttiva 2006/42/CE del Parlamento europeo
e del Consiglio del 17 maggio 2006 relativa alle macchine e che modifica la direttiva 95/16/CE come recepite nelle legislazioni degli Stati membri. Questa
dichiarazione ¢ redatta in conformita all'allegato IV del regolamento IVD, all'allegato VI della direttiva ROHS e all'allegato II della direttiva macchine ed ¢
rilasciata sotto la responsabilita esclusiva del fabbricante.

LV

Mgs, apaksa parakstijusies, ar So pazinojam, ka ieprieks aprakstita(-s) in vitro diagnostikas mediciniska(-s) ierice(-es) atbilst Eiropas Parlamenta un Padomes
Regulas (ES) 2017/746 (2017. gada 5. aprilis) piemérojamajam prasibam par in vitro diagnostikas mediciniskam iericém un papildus prasibam, kas noteiktas
Eiropas Parlamenta un Padomes Direktiva 2011/65/ES (2011. gada 8. junijs) par dazu bistamu vielu izmantoSanas ierobezosanu elektriskas un elektroniskas
iekartas un Eiropas Parlamenta un Padomes Direktiva 2006/42/EK (2006. gada 17. maijs) par maSinam, un ar kuru groza Direktivu 95/16/EK, ka ta ieviesta
dalibvalstu tiesibu aktos.

Si deklardcija ir sagatavota saskana ar IVD regulas IV pielikumu, ROHS direktivas VI pielikumu un Direktivas par maginam II pielikumu un par izdosanu atbild
vienigi razotajs.

LT

Mes, toliau pasirasiusieji (-iusiosios), pareiSkiame, kad anks¢iau minéta (-0s) in vitro diagnostikos medicinos priemoné (-és) atitinka 2017 m. balandzio 5 d.
Europos Parlamento ir Tarybos reglamento (ES) 2017/746 dél in vitro diagnostikos medicinos priemoniy taikytinas nuostatas; taip pat ji (jos) atitinka 2011 m.
birzelio 8 d. Europos Parlamento ir Tarybos direktyvos 2011/65/ES dél tam tikry pavojingy medziagy naudojimo elektros ir elektroninéje jrangoje apribojimo
taikomas nuostatas ir 2006 m. geguzés 17 d. Europos Parlamento ir Tarybos direktyvos 2006/42/EB dél masiny, i$ dalies kei¢ian¢ios Direktyva 95/16/EB,
taikomas nuostatas, perkeltas j valstybiy nariy teisés aktus.

Si deklaracija yra parengta vadovaujantis IVD reglamento IV priedu, ROHS direktyvos VI priedu ir Masiny direktyvos II priedu ir yra i$duodama tik gamintojo
atsakomybe.

NO

Vi, undertegnede, erklaerer herved at utstyret til in vitro-diagnostikk som er anfort ovenfor, er i samsvar med gjeldende bestemmelser i Europaparlaments- og
radsforordning (EU) 2017/746 av 5. april 2017 om medisinsk utstyr til in vitro-diagnostikk, og ytterligere overholder gjeldende bestemmelser i
Europaparlaments- og radsdirektiv 2011/65/EU av 8. juni 2011 om bruksbegrensninger av visse farlige stoffer i elektrisk og elektronisk utstyr, og til gjeldende
bestemmelser i Europaparlaments- og radsdirektiv 2006/42/EF av 17. mai 2006 om maskiner, og endring av direktiv 95/16/EF som innarbeidet i medlemsstatenes
lovgivning.

Denne erklaeringen er utarbeidet i overensstemmelse med vedlegg IV i IVD-forordningen, vedlegg VI i ROHS-direktivet og vedlegg 11 i maskindirektivet og er
utstedt under produsentens eneansvar.

PL

My, nizej podpisani, niniejszym o$wiadczamy, ze wymieniony(-e) powyzej wyrob(wyroby) medyczny(-e) do diagnostyki in vitro spetnia(-ja) odpowiednie
wymagania Rozporzadzenia (UE) 2017/746 Parlamentu Europejskiego i Rady z dnia 5 kwietnia 2017 r. w sprawie wyrobow medycznych do diagnostyki in vitro,
a ponadto wymagania Dyrektywy 2011/65/UE Parlamentu Europejskiego i Rady z dnia 8 czerwca 2011 r. w sprawie ograniczenia stosowania niektorych
niebezpiecznych substancji w sprzecie elektrycznym i elektronicznym, Dyrektywy 2006/42/WE Parlamentu Europejskiego i Rady z dnia 17 maja 2006 r. w
sprawie maszyn, zmieniajacej Dyrektywe 95/16/WE, w sposob, w jaki zostaly one wdrozone do ustawodawstwa panstw cztonkowskich.

Niniejsza deklaracja zostata sporzadzona zgodnie z Zatacznikiem IV Rozporzadzenia IVDR, Zalacznikiem VI Dyrektywy ROHS oraz Zatacznikiem II
Dyrektywy Maszynowej i wydana na wylaczna odpowiedzialno$¢ producenta.

PT

Nos, abaixo assinados, declaramos que os dispositivos médicos para diagnostico in vitro descritos acima estdo em conformidade com as disposigdes aplicaveis do
Regulamento (UE) 2017/746 do Parlamento Europeu e do Conselho, de 5 de abril de 2017, relativo aos dispositivos médicos para diagnostico in vitro; e
adicionalmente, em conformidade com as disposi¢des aplicaveis da Diretiva 2011/65/UE do Parlamento Europeu e do Conselho, de 8 de junho de 2011, relativa a
restri¢do do uso de determinadas substancias perigosas em equipamentos elétricos e eletronicos, e com as disposigdes aplicaveis da Diretiva 2006/42/CE do
Parlamento Europeu e do Conselho, de 17 de maio de 2006, sobre maquinas e que altera a Diretiva 95/16/CE, conforme transposta nas leis dos Estados membros.
Esta declaragao ¢ feita de acordo com o Anexo IV do Regulamento IVD, o Anexo VI da Diretiva ROHS e o Anexo II da Diretiva relativa as Maquinas e ¢ emitida
sob a exclusiva responsabilidade do fabricante.

RO

Subsemnatii, declaram ca dispozitivul (dispozitivele) medical(e) pentru diagnostic in vitro descrise mai sus sunt conforme cu dispozitiile aplicabile din
Regulamentul (UE) 2017/746 al Parlamentului European si al Consiliului din 5 aprilie 2017 privind Dispozitivele medicale pentru diagnosticul in vitro; si, in
plus, respecta dispozitiile aplicabile din Directiva 2011/65/UE a Parlamentului European si a Consiliului din 8 iunie 2011 privind restrictia utilizarii anumitor
substante periculoase in echipamentele electrice si electronice si cu dispozitiile aplicabile din Directiva 2006/42/CE a Parlamentului European si a Consiliului din
17 mai 2006 privind utilajele si modificarea Directivei 95/16/CE, transpusa in legile statelor membre.

Prezenta declaratie este emisa in conformitate cu anexa IV la Regulamentul IVD, anexa VI la Directiva ROHS si anexa II la Directiva utilajelor si este emisa sub
responsabilitatea exclusiva a producatorului.

SK

My, dolupodpisani, tymto vyhlasujeme, ze diagnosticka(-¢) zdravotnicka(-e) pomocka(-y) in vitro uvedena(-¢) vyssie je (si1) v zhode s prislusnymi ustanoveniami
Nariadenia Eurdpského parlamentu a Rady (EU) 2017/746 z 5. aprila 2017 o diagnostickych zdravotnickych pomdckach in vitro; a Ze je (s) d’alej v zhode

s prislu§nymi ustanoveniami Smernice Eurépského parlamentu a Rady 2011/65/EU z 8. jina 2011 o obmedzeni pouZivania uréitych nebezpetnych latok

v elektrickych a elektronickych zariadeniach a s prislusnymi ustanoveniami Smernice Eurdpského parlamentu a Rady 2006/42/ES zo 17. maja 2006 o strojovych
zariadeniach a o zmene a doplneni Smernice 95/16/ES tak, ako boli transponované do zakonov ¢lenskych statov. Toto vyhlasenie je v stilade s Prilohou IV

k Nariadeniu IVD, Prilohou VI k Smernici ROHS a Prilohou II k Smernici o strojovych zariadeniach a vydéava sa na vyhradnu zodpovednost vyrobcu.

SV

Vi, undertecknade, forsdkrar harmed att den eller de medicintekniska produkter for in vitro-diagnostik som beskrivs ovan 6verensstimmer med de tillimpliga
bestammelserna i Europaparlamentets och radets férordning (EU) 2017/746 av den 5 april 2017 om medicintekniska produkter for in vitro-diagnostik samt dven
overensstimmer med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2011/65/EU av den 8 juni 2011 om begrénsning av anvdndning av
vissa farliga dmnen i elektrisk och elektronisk utrustning samt med de tillimpliga bestimmelserna i Europaparlamentets och radets direktiv 2006/42/EG av den 17
maj 2006 om maskiner och om @ndring av direktiv 95/16/EG (omarbetning) som inforlivats i medlemsstaternas lagstiftning.

Denna forsékran gors i enlighet med bilaga IV till IVD-forordningen, bilaga VI till ROHS-direktivet samt bilaga II till maskindirektivet och utférdas under
tillverkarens enskilda ansvar.

TR

Biz, agsagida imzalar1 bulunan, yukarida belirtilen in vitro diagnostik tibbi cihazlarmn, 2017/746 sayil1 Avrupa Parlamentosu (AB) Yonetmeligi ile 5 Nisan 2017
tarihli In Vitro Diagnostik Tibbi Cihazlar Konseyinin ilgili hiikiimlerine uygun oldugunu ve ayrica elektrikli ve elektronik cihazlarda belirli tehlikeli maddelerin
kullaniminin siirlandirilmasina iliskin 8 Haziran 2011 tarihli Konseyin ve 2011/65/EU sayili Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine, makinelere
iligkin 17 May1s 2006 tarihli Konseyin ve 2006/42/EC sayil1 Avrupa Parlamentosu Direktifinin ilgili hiikiimlerine ve iiye devlet yasalarina aktarilan 95/16/EC
say1li ek Direktife uygun oldugunu beyan ederiz.

Bu beyan IVD Yonetmeligi Ek IV, ROHS Direktifi Ek VI ve Makineler Direktifi Ek II uyarinca yapilmistir ve tireticinin miinhasir sorumlulugu altinda
yayinlanmigtir.




End of form



E' ABBOTT

Declaration of Conformity

Certificate Identification: 04T96
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 Eee e
0479620 53030 Gamma-Glutamy] Transferase? Self-declared !
0479630 53030 Gamma-Glutamyl Transferase2 Self-declared E
“Autharized Eumpean . Not Applicable
_Representative (name and address) - :
Storage of technical documentation | apbort Irelana Diagnostics Division, Lisnamuck, Longtord, Co.
(rame 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 Qctober 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 TVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: _ /L\Qbm Lc\sf\-\ {{SL/ = Signature:

Full Name 5 y Full Name ;
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs

Site Quality Head

, 09 - Sep - 2021

Date of O~ SeY- 1o Date of R ——
Approval: Approval:
Date Issued: O - JOA. 1ot Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck. Longford, Co. Longford, Ireland.
Supersedes:  ngt Applicable Effective Date: 09 - Sep - 2021




| Abbott

L

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 _— ; : .
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 11 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: / : ,g(-’/'lxﬁv{ Signature: J !’/J/U G?LQ)?ZUM)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 7Vl,f QOZ} Date of Approval: 1= J1}]-2021
~ -
Date Issued: 22- W .-c? e
rd
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 13-Oct-2017
Effective (Date or i
Lot Number): 24.?*' /254/' .{’—;@V

“




cJ

Abbott IVDD Declaration of Conformity Attribute Update Letter

(Name and Address)

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code
08P4321 Alinity ¢ Hemoglobin Alc Reagent Kit 59090
Legal Manufacturer Abbott GmbH
(Name and Address) Max-Plank-Ring 2
65205 Wiesbaden, Germany
Authorized European N/A
Representative

Storage Site of Technical
Documentation
(Name and Address)

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

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

98/79/EC.
IVD Directive 98/79/EC DoC-08P4320, 08P4301, 08P4310-SD DLK TPM — Date of Approval 02-Feb-2022
Declaration of Conformity
Identification
Description of updated Create new size code for Alinity ¢ Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical
attributes from IVD Directive | reasons to implement the REACH change to meet the requirements of the REACH Restriction
98/79/EC Declaration of relating to Dimethylformamide (DMF).
Conformity

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

Article 110(3) of the IVDR).

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: _ Director Quality Assurance Function: Asgo, ciate DirectorRegulatory Affairs

— Pl —— =
Signature: C. L&(JZA’,L Signature: _ #iAgg /rne / /Z@ .Z_,

Date of

F = . —~ Date of IJ ) =
Approval: c«) b [ Z-‘/ *9 0 C.) d Azpi{?val: /z:’ ¢/ 9—6 / /%‘{f

Date Issued: Z (, / 7.u,t} 20 2 .S Place Issued: W ,--L’-‘f f)f Dclen

Effective (Date

or Lot Number): “<°b I?;-f ‘QO 2 3

1




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P4320, 08P4301. 08P4310-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

Legal Manufacturer’s Address: Max-Planck-Ring 2. 63205 Wiesbaden, Germany

ls"ii:: (Nfz:]ehj;!;)ztlijces g:::?“ Names and Description of Devices Classification
EPGEO 59090 Alinity ¢ Hemoglobin A Ic Reagent Kit | Self-declared

08P4301 53315 | Alinity ¢ Hemoglobin A I¢ Calibrators | Self-declared

08P4310 44435 [ Alinity ¢ Hemoglobin A lc Controls Self-declared

Authorized European

: N/A
Representative (name and address)

Storage site of technical ; ; g
'? .
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, lrving, 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 111 of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

A g

Signature: ( ':-)(F( /z‘:,,.‘:“!_ Signature: i ) ’f

Full Name: Claudia Becker Full Name: Tiffini Jenlzins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: V2 ?L'?J; 2022 Date of Approval: [~Feh-2(22
Date Issued: <2 Feb 2822
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 12-Feb-2019

Eftective (Date or

Lot Number): L2 FQ ‘D AD27.
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Abbott EU Declaration of Conformity
Basic UDI-DI: 038074ACP0775]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 W01010215
07P7530 Alinity ¢ Ultra HDLReagent Kit 53391 W01010215
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany

ame 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)

Canada

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

Prince Edward Island

ClE 2B9

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
Annex IX Chapters I and II1,
including an assessment of the technical
documentation for devices concerned on
the basis of representative samples.

EU Certificate No.
No. V12 010051 0137

Common Specifications (CS)

N/A

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

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

Full Name:
Function:
Signature:

Date of Approval:
Signed for, and on
behalf of:

Date Issued:

Supersedes:

Claudia Becker Full Name: _Susanne Ulrich

Director Quality Assurance Function: _Assgc. Dircctor Regulatory Affairs
C S/ C Signature: ’/{w anné é/ bl
A2 Oc+ 202 3 Date of Approval: //2/(’ /[ le27

Abbott GmbH, Wiesbaden, Germany
A2 Dct 292X Place Issued: _65205 Wiesbaden, Germany

08-Jul-2022 oE ﬁftlil\:fn‘(f;‘t)e Ao - 2023
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Abhaott
EU Declaration of Conformity
Basic UTH-DI: 038074DALODOZFQ
Basic UDT-TM Name: ICT Module
Risk Class: Class A
and Size Code
09D28-04 ICT Modute 56676 W0201010108

Manufacturer | Abboit Laberatories
{(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufscturer 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) | Canon Medical Systems Corporation
{Name and Address) | 1383, Shimoishigami, Otawara-shi,
Tochigi 324-8550, Japan

Conformity Assessment Procedure | Annex I and IIT

We, the undersigned, hereby declare thet the in vitro diagnostic medical device(s) described above conform with the applicable
previsions 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 subsiances in electrical and slectronic 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 93/16/EC as transposed into the laws of the member states.

Tkis declaration is made in accordance with Aanex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex 11

of the Machinery Directive and is issued nnder the sole responsibility of the manufacturer.

Full Name: _Thomas Creel Full Name: _Michele Smith-Wabeed
Sr. Director, Instrument and Automation
Function: Quality _ Function: _ Associate Director, Regulatory Affairs
s Ll _,
Signature: 44 ’22/,4 w/f AL Signature:
Date of Approval: gj" /)ZJ,M - 6;@0-] Date of Approval: J? - Mﬂ(y —ac‘ff_? D
Signed for, and on  Abbott Lahghtories, 1915 Hurd Drive, !

behalf of: _lIrving, TX 75038

Date Issued: é’z 3 - M/-‘/t/ *g@,;_l,g__ Place Issued: _Irving, Texas

Effective {Date

Supersedes: /A or Lot Number): / 3 — ﬂﬂ;ﬁ;f . /@.,l:?__
/



| Abbott

Declaration of Conformity

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

DOC-08P76, 01R60, 08P77, 08P78-SD DELK TPM

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

;‘::: E:dmeb;;;;:?ces g:::?” Names and Description of Devices Classification
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 l Alinity c-series Alkaline Wash Self-declared

Authorized European
Representative (name and address)

N/A

Starage site of technical
documentation (name and address)

Fisher Diagnostics, a division of Fisher Scientific Company, LLC, a part of

Thermo Fisher Scientific Inc., 8365 Val ley 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 ap
Parliament and of the Council of 27 October 1998 on In Vitro Dia

transposed into the laws of the member states.
This declaration is made in accordanee with Annex I11 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

(/ 1) K&'/'{f i

Signature: Signature:

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

Date of Approval: 22 Df’[ -, 0.2 / Date of Approval;

Date fssued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

plicable provisions of the EC Directive 98/79/EC of the European
gnostic Medical Devices as they are

Dl fuas dentoqd

Tiffini Jenkins
Manager Regulatory Affairs
21-0ec-21
22 e 209

65205 Wiesbaden, Germany

24-Aug-2018

22 Ve 92
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Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 01

List Number and Size Code Name and Descriptions of Devices GMDN Code
07P5320 Alinity ¢ ICT Sample Diluent 58237
Legal Manufacturer Abbott GmbH
(Name and Address) Max-Planck-Ring 2, 65205 Wiesbaden, Germany
Authorized European N/A
Representative
{(Name and Address)

Storage Site of Technical Abbott Laboratoties, 1921 Hurd Drive, Irving, Texas 75038, USA
Documentation
(Name and Address)

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

98/79/EC.

IVD Directive 98/79/EC
Declaration of Conformity
Identification

DOC-07P5320-SD DELK TPM- Date of Approval: 22-JUL-2021

Description of updated
attributes from IVD Directive
98/79/EC Declaration of
Conformity

Change of applied GMDN code (from 58208 to 58237)

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

Article 110(3) of the IVDR).

Full Name: Claudia Becker

Function:  Director Quality Assurance

Signature: C . fgcczdg\

Date of

Approval: o4 DCf' -? O—? 3

Date Issued: o5 /0{35 /2022

Full Name:
Function:
Signature:

Date of
Approval:

Place Issued:

Effective (Date
or Lot Number):

Bridget Norton

Sentox Manager Regulatory Affairs

1 454 flar
nS,/ooUZc‘zJ

e, ef Datler

05/oet J2011




—) Abbott

Declaration of Conformity

Certificate Identification: DOC-07P5320-SD DELK TPM

Legal Manufacturer’s Name; Abbott GmbH

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

List Numbers and GMDN L . P
Size Code of Devices | Code Names and Description of Devices Classification
07P5320 58208 Alinity ¢ ICT Sample Diluent 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 111 of the TVD Directive and is issved under the sole
responsibility of the manufacturer.

Signature: ( . &L‘f&;— Signature: gﬂg [Lh] §M&tg /)

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory AfTairs
Date of Approval: ZZ 7\'»’ 20 2} Date of Approval: I-Jul-202)
d Date Issued: 22- ‘;Z/,/- 227
Pilace Issued: 65205 Wiesbaden, Germany
Supersedes: 05-Feb-2019

Effective {Date or

Lot Number): 2 & -Jﬁ/ - ,«?&3(—'4




) Abbott

Declaration of Conformity

Certificate Identification: DOC-08P6901-SD DLK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

L.iSt S a"f‘ v Names and Description of Devices —'r Classification
Size Code of Devices | Code 5

08P6901 47868 Alinity ¢ ICT Serum Calibrator Kit | Self-declared

Authorized European

Representative (name and address) i

Storage site of technical i : : .
docum Extution (e Sl RN 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 111 of the 1VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: C"v EP( [ f Signature: MLHJJ;L{ Ml__

Full Name: Claudia Becker Full Name: Tiffini Jenkins

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: (:U\? Feb 2022 Date of Approval: |- Feb-2022
Date Issued: o2 F-el.) 2822
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 05-Feb-2019

Effective (Date or Y
Lot Number): ¢l Fok 2022
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0498K]
Basic UDI-DI Name: Iron2
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
04T9820 Tron2 54758 Wo01010216
Manufacturer

(Nmmeand 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)

. . T = ; ofoid Co. L I
(Name and Address) Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Notified Body | TUV SUD 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 I1I, No. V12 054869 0013

Conformity Assessment Procedure " .
Including an assessment of the technical
documentation for devices concerned on the basis of

representative samples

Common Specifications (CS) | N/A

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices. This declaration is made in accordance with Annex 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: %’/ il Signature: g . M\“Q,%G\.\_Q_
Date of Approval: 7 [ rU oV 7ol 1 Date of Approval: <\ I\BQ'J 2028

Signed for, and on
behalf of: Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland

Lisnamuck, Longford, Co. Longford,
Date Issued: 2 [ U oV 1oT 3 Place Issued: Ireland
09 December 2021 Effective (Date ; : e ¢
Supersedes: or Lot Number): Z ( _A.-!D J DT ,75

Page 1 of 9




=

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

EU Declaration of Conformity
038074ACT0499KL

Lactate Dehydrogenase2

Class C

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

04T9920

Lactate Dehydrogenase2

53072 wWo01010119

0479930

Lactate Dehydrogenase2

53072 wo01010119

Manufacturer
(Name and Address)

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

Manufacturer SRN

1E-MF-000010070

Authorized Representative
(Name and Address)

N/A

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 Siid Product Service GmbH Zertifizierstellen,
RidlerstraBe 65 » 80339 Munich Germany
Notified Body Number 0123

Conformity Assessment Procedure

Quality Management System
Annex IX Chapters I and III,

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

EU Certificate No.
No. V12 054869 0013

Common Specifications (CS)

N/A

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

responsibility of the manufacturer,

Full Name: Siobhan Wright

Full Name: _Sandra Gallagher

Director Quality Assurance/Site Quality

Function: Head

Signature: /ﬂ@(ﬁm Q‘ﬁg‘\/’

Date of Approval:

4 - 0ec- 1Lort

Date of Approval:

Signed for, and on

Function: _Manager Regulatory Affairs

Signature: _SAE&GA&&/

13- Dec- Zo2)

behalf of: _Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland

Date Issued: Place Issued: Lisnamuck, Longford, Co. Longford,
14- O - Lo Ireland
Effective (Date
Supersedes: _N/A or Lot Number): ___ |4 - D& - ToLI

Page 1 of 1



SEKISUI

DIAGN@STICS

Because cvery 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: e P s T 25 Tootn- 202
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 2B9 Canada

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

www sekisuidiagnostics com
Page 1 of1



SENTINEL.

DIAGNOST
Mod. 98 - Rev.4 - Dala: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 serclogy” 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
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 IIT 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, biclogia
molecolare e test rapidi per immunologia e serologia” dichiara sotto la propria responsabilitd che il dispositivo

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

EDMA: 11.01.01.23

soddisfa | 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 111 della
Direttiva.

Il fabbricante dichiara inoltre di:

1. conservare e tenere a disposizione dell’Autoritda Competente il fascicolo tecnico di prodotto, specificato
nell’Allegato TII 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 Representa 6;3
Un Legale Rappr__e;ﬁt%{%m 2 /OZ /20 19
Ugo De Luca/ 7 7%

IS0 9001:2015 - ISO 13485:2016 & EN IS0 13485:2016 - ISO 13485:2016 CMDCAS - BS OHSAS 18001:2007 - IS0 14001:2015
SENTIMNEL CH, SpA - Via Robart Koch, 2 - 20152 MILANO - Tal. 439 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc. e P IVA / VAT IT 07116040458
Registro dalia Imprese di Mifano - REA n® 1139796 - Registra AEE n° 1T¢8040000004820 - Cap, Soc. f Nom, Cap, € 2,500,000 Ly, - sentinsl@sentinel.it
www.sentineldiagnostics.com




(] Abbott

Declaration of Conformity

Certificate Identification: DOC-09P1401, 09P1403-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany

'ﬂst Humbiers anil by Names and Description of Devices Classification
Size Code of Devices | Code P
09P1401 53356 Alinity c Lipid Multiconstituent Calibrator Kit Self-declared
09P1403 33356 Alinity c Lipid Multiconstituent Calibrator Kit Self-declared
Authorized European - —‘

Representative (name and address)

Storage site of technical . i . )
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 111 of the 1VD Directive and is issued under the sole
responsibility of the manufacturer.,

Bigmane; (e Signature: M fenkiny

Full Name: Claudia Becker Full Name: Tiffini Jenki:ts

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: 2 :Dt’( -95—2’ Date of Approval: 2|~ Dec-2 |
Date Issued: ,,,2.? .D{ i )? 17.-(? )
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2018-

Effective (D 7 y
Lole:h:::ber;l:te x Jv? C? D{’ 74 ,? L'? 4? /




a ABBOTT

Declaration of Conformity

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

08P19%
Abbolt [relend Diagnostics Division
Lisnamuck, Longford, Co. Longford, Irelemd.

List Numbers GMDN Code
and Size Code
of Devices

Names and Description of Devices Classification

08P1925

08P1934 46795

Magnesium Self-declared

Authorized European
| Representative (name and address)

NiA

Storage of technical documentation
(name and sddress)

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
Partiament and of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are
transposed into the Jaws of the member states.

This declaration is made in acrordance with Annex I of the IVD Directive and Is issued under the sole

responsibility of the manufacturer.

Signature: /D/Ormm (‘J[bf#v:j

Signature:

Fuoli Name Full Name .

(printed): Siobhan Wright (printed): Lc.irmne Whitney

Position: Director Quality Assurauce/  Position: Director Regulatory Affairs
Site Quality Head

Date of 13- qur-1o Date of 12 Suly, 2020

Approval: Approval; 7

Datelssued: 12 JUL- Lo Place [ssued AIDD, Longford

Supersedes: 13 Jun 2020 EffectiveDate) L5~ Jul - 1o
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Abhott

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

EU Declaration of Conformity
038074DAL0002FQ

Alinity c-series Maintenance Solution

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code

'EMDN Code

08P9870

Alinity c-series Maintenance Solutions:

s  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.L Inc.
70 Watts Avenue
Charlottetown

Prince Edward Island

CIE 2B9 Canada

Conformity Assessment Procedure

| Annex I1 and [II

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 Il
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: Quakify Function; Associate Director, Regulatory Affairs
Signature: / %7[0 . /) ,{,M Signature: %@/Aﬁ/ Y l/L,
Date of Approval: 2’3’» /}7 At — ;‘-—L’);'} Date of Approval: j = - M Ly Z#2)
Signed for, and on  Abbott Laboréfories, 1915 Hurd Drive, ¢
behalf of: Irving, TX 75038
Date Issued: ; =— A D Place Issued: Irving, Texas
/ Effective (Date
Supersedes: N/A or Lot Number):

%Cg = Mﬂ/ﬁ L 0 i
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TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

sl

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 08pP88-10
Multichem SPlus - Assayed/single level 08P88-11
Multichem S Plus Assayed/single level 08pP88-12
GMDN: 47869
Conformity Route: Annex |l 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. hercby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

| am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from 45~ (Day)___ 02 (Month) 7022 (Year)

DCO26 Rev 06 DC-EU



TECHNOPATH
CLINICAL DIAGNOSTICS

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

B, (s Ballina, Co.Tipperary A5 -0>—-2022.
Bernd{(y\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

DCO026 Rev 06 DC-EU



] Abbott

Declaration of Conformity

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

DOC-08P6001-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbersand | GMDN | . . T
Size Code of Devices | Code Names and Description of Devices | Classification
08P6001 47868 | Alinity ¢ Multiconstituent Calibrator 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 111 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

£ T;’téf\’:

Signature: Signature:

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

Date of Approval: 02 Feb 2022 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Eftective (Date or
Lot Number):

Sufnifonint)

Tiffini Jenkins

Manager Regulatory Affairs

[-Feb-2022
o) Feb 2222

65205 Wiesbaden, Germany

19-Aug-2019

c2 fehy 20272
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