) Abbott

Declaration of Conformity

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

Legal Manufacturer’s Name: Abbott GmbH

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

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

Authorized European N/A

Representative (name and address)

Storage site of technical

documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

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

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

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

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: ZZ 7%,’ 2 C ,Z/ Date of Approval: 1=J1]-2021
{ .
Date Issued: : 2- /740/“ 2 e

Place Issued:

Digitally signed by BugiessedieisTudor
Date: 2023.12.21 08:52:17 EET
Reason: MoldSign $iffective (Date or
Location: Moldovaf qt Number);




Declaration of Conformity

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

DoC-04V5121, 04V5131-SD DELK

Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN Names and Description of Devices Classification
Size Code of Devices Code
04V5121] 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared
04V5131 53229 Alinity ¢ Total Bilirubin Reagent Kit Self-declared

Authorized European
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 IIl of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

AL

Signature:

Full Name: Joerg Amborn Full Name:
Position: Director, Quality Assurance Position:

Date of Approval: ZC' 20-0 G- 04 Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

o o P
Signature: %/é@;}/

Noah Lermer

Director Regulatory Affairs
L2 1t - A
LA et - RO

65205 Wiesbaden, Germany

27-Feb-2019

e,




| Abbott

0l

Declaration of Conformity

Certificate Identification: DOC-07P9720-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN A : ’ ;
S Cale ot Bivices 1 Code Names and Description of Devices Classification
07P9720 53236 Alinity ¢ Direct Bilirubin Reagent Kit Self-declared
Authorized European N/A

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 III of the IVD Directive and is issued under the sole
responsibility of the manufacturer.

5
Signature: [ , jﬁﬂ%r Signature: Tl by ek

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: Zz 7@/ 20 Z/ Date of Approval: l1-Jul- 202/
( Date Issued: : 2 - //,744/ ~ ¢ P
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-2019

Effective (Date or

Lot Number): o '(/7{(/ . /\_ﬂcf ;F’ﬁ




a ABBOTT

Declaration of Conformity

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

04784

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

04T8420 52925 Alanine Aminotransferase2 Self-declared
04T8430 52925 Alanine Aminotransferase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

This declaration is made in accordance with Annex 11l of the IVD Directive and is issned under the sole

responsibility of the manufacturer.

Signature: /('\\%L\ﬁ l%\/g \d Signature:

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

Site Quality Head
Date of 1A - <SW - T Date of
Approval: Approval:
Date Issued: 13- JE&P - WL Place Issued:
Supersedes: Nt Applicable Effective Date:

< s

Tliomas Breslin
Manager Regulatory Affairs

| 7-Sgp-202]

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

13 -Jer- Lotf




a ABBOTT

Declaration of Conformity

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

04T86

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

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

0478620 52954 Aspartate Aminotransferase2 Self-declared
04T8630 52954 Aspartate Aminotransferase2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Apbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

This declaration is made in accordance with Annex II1 of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

[y v = —
Signature: j wohem (Vi Signature: - :i‘::f;_:*———
Full Name o Full Name T /

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

Site Quality Head
Date of H “JEF - Ut Date of
Approval: Approval:
Date Issued: 3-8 - Lo Place Issued:
Supersedes:  Not Applicable Effective Date:

homas Breslin
Manager Regulatory Affairs

| 7-S EPrP-202 |

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

(> —F6o- 1oLl




a ABBOTT

Declaration of Conformity

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

04T96
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Classification

i

Names and Description of Devices :

and Size Code i
of Devices |
04T9620 53030 Gamma-Glutamy! Transferase2 Self-declared
04T9630 53030 Gamma-Glutamyl Transferase2 Self-declared :

. Autﬁarizeﬂ Eurepean
Representative (name and address)

Not Appiicaﬁle 4

Storage of technical documentation
{rame and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

41 . il g
Signature: /{kébe/ﬁi; L?ﬂ-\ (P}L/— Signature: /%-
Full Name ; ; Full Name : ‘
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/ Position: Manager Regulatory Affairs

Site Quality Head
09 - Sep - 2021
Date of D%~ S§eY- Lt Date of i R
Approval: Approval:
Date Issued: 09 - J&?- ot Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

Supersedes:  ngt Applicable Effective Date: 09 - Sep - 2021




a ABBOTT

Declaration of Conformity

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

04785

Abboll Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0478520 52941 Amylase2 Self-declared

Representative

Authorized European

(name and address)

Not Applicable

Storage of tech

nical documentation

(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

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

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

Signature; /_f@u/\f/v/u L:')v 3"\;‘/ Signature:

Full Name . F I'ull Name

(printed): Slobhan Wright (printed):

Position: Dircctor Quality Assurance/  Posilion:
Site Quality Head

Date of 35 -Or -o Date of

Approval: Approval:

Date Issued: R§-0U - 1o B Place Issued:

Supersedes:  Not Applicable

EfTective Date:

A;J; Aiv [jcl-:’L@’/\
.

Lorraine Whitney

Director Regulatory Affairs

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

AY-0U -70




SENTINEL.

GNOST

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.01.01.23

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA" CE

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

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

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

EDMA: 11.01.01.23

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data

A Legal Representalive’ ‘

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

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

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

www.sentineldiagnostics.com




a ABBOTT

Declaration of Conformity

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

04U08

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
0400820 53590 Urea Nitrogen2 Self-declared
04U0830 53590 Urea Nitrogen2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

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

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

/ il
Signature: ,/((m Q\A g"\/ Signature: e "ﬂ =
Full Name ; i Full Name w—
(printed): Siobhan Wright (printed): Thomas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 24 -Mad - 1oL | Date of C?é" MaREA 202/
Approval: Approval:
Date Issued: M -Mat i Place Issued: Abbott Ireland Diagnostics Division,

Supersedes:

Not Applicable

Lisnamuck, Longford, Co. Longford, Ireland.

24 - MAC- Lo

Effective Date:




a ABBOTT

Declaration of Conformity

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

04191

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0479120 53251 Creatinine2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro di

agnostic 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 Di

transposed into the laws of the member states.

agnostic Medical Devices as they are

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

responsibility of the manufacturer.

Signature: /( |6H/$-N ﬁ\/‘é\‘ L~ Signature: — ‘,;/

Full Name . . Full Name = ]

(printed): Siobhan Wright (printed): Thomas Breslin

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

Date of AN- O - LI

Approval:

Date Issued: '~ OCT - AR2LL

Date of 2/_0C7‘"202/

Approval:

Supersedes: Nt Applicable

Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.

Effective Date: - 001 - dm 4




a ABBOTT

Declaration of Conformity

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

04U09
Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, Ireland,

List Numbers GMDN Caode

Names and Description of Devices Classification
and Size Code
of Devices
04U0920 53583 Uric Acid2 Self-declared
0410930 53583 Uric Acid2 Self-declared
Authorized European Not Applicable
Representative (name and address)
Storage of technical documentation | Aphott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland.
Harmonized Standards Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: /6@3@@ LS\{(?I/\/ Signature: [é Vi év(,uf/’w«j

Full Name . . Full Name . .

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

Position: Director Quality Assurance/ ~ Position: Director Regalatory Affajrs
Site Quality Head

Date of L§- NOVAO Date of (¢ dov 2020

Approval: Approval:

Date Issued: 'f’ ANV =30

Place Issued: Abbott Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, ireland.
Effective Date: 1€ —NDOV -




a ABBOTT

Declaration of Conformitlyﬂ

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

04T81

Abbott Ireland Diagnostics Division

[Lisnamuck, Longtord, Co. Longford, Ircland.

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

~ Representative (name and address)

Storage of technical documentation
(name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

@)

__fér/wm CJ«A\&)@

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




a ABBOTT

Declaration of Conformit}T

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

041030

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ircland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
0413020 53599 Albumin BCG2 Self-declared
04U3030 53599 Albumin BCG2 Self-declared

Authorized European
Representative (name and address)

N/A

Storage of technical documentation
{name and address)

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

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

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

Signature: /{ &‘&670 l‘}\/\ %:Lur Signature: ,,V/Or i \8 (Jfb- J—\Cj

Full Name , ; Full Name : =

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

Position: ThiFectr Qriality, Akisicieal Position: Director Regulatory Affairs
Site Quality Head

Date of av- O -10 Date of 25 0T 7020

Approval: Approval:

Dale Issued:

Supersedes;

25001 - 0

Place Issued: Abbott Ireland Diagnostics Division,

N/A

Lisnamuck, Longford, Co. Longford, Ireland.
IifTective (Date a5-0CT - Q/G

or Lot -
Number):



a ABBOTT

Declaration of Conformity

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

04T88

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

Representative (name and address)

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04T8820 53362 Cholesterol2 Self-declared
04T8830 53362 Cholesteroi2 Self-declared
Authorized European Not Applicable

Storage of technical documentation
(name and address)

Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.

Longford, Ireland.

Harmonized Standards

Listed in the Technical Documentation

.

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

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

Signature: /K gb(/ﬁb ‘SWQP’V‘/

Signature: VI~
Full Name ; - Full Name : :
(printed): Siobhan Wright (printed): Lorraine Whitney
Position: Director Quality Assurance/ ~ Position: DirectoF Rendiatory ANiales
Site Quality Head
Date of 8- Nov - W0 Date of 25 nou 2020
Approval: Approval:
Date Issued: 2% - NOv ~de Place Issued: Abbott Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford, Ireland.
Supersedes:  Not Applicable Effective Date: ay -AON - I




E] ABBOTT

Declaration of Conformity

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

04U06

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
of Devices
04U0620 53462 Triglyceride2 Self-declared
Authorized European Not Applicable

Representative (name and address)

Storage of technical documentation
(name and address)

Longford, Ireland.

Abbott Treland Diagnostics Division, Lisnamuck, Longford, Co.

Harmonized Standards

Listed in the Technical Documentation

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

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

Signature: A; ,u‘b v (A \ L. Signature:
Full Name . . ‘ Full Name
(printed): Siobban Wright (printed):
Position. Director Quality Assurance/ ~ Position:
Site Quality Head
Date of o U 1o L Date of
Approval: Approval:
Date Issued: A - Jun/- L Place Issued:

Supersedes: Nt Applicable

Effective Date:

Thomas Breslin

Manager Regulatory Affairs

26 -Towk =202

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

2 —Joré - 202/




cJ

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
0479820 Iron2 54758 W01010216
BEmuinetuxes Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
(Name and Address) g ’ ’ s =
Manufacturer SRN | IE-MF-000010070
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A

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

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

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

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: %’// bl Signature: & 2 M\-é/\.bﬁ W@
= ‘ PP
Date of Approval: 7 | ,’L/QL} (¢ 1 Date of Approval: <) \ QQ\/ 2023

Signed for, and on
behalf of:

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

Date Issued:

2 Mov 1023

Lisnamuck, Longford, Co. Longford,

Place Issued: Ireland

09 December 2021
Supersedes:

Effective (Date
or Lot Number):

2| Mov 2023

Page 1 of 9




| Abbott

0l

Declaration of Conformity

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

DOC-07P5720, 07P5730-SD DELK TPM
Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, Germany

Representative (name and address)

List Numbers and GMDN o " : i
Stre Coile of Divises | Cide Names and Description of Devices Classification
07P5720 45789 Alinity ¢ Calcium Reagent Kit Self-declared
07P5730 45789 Alinity ¢ Calcium Reagent Kit Self-declared
Authorized European N/A

Storage site of technical
documentation (name and address)

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

Harmonized Standards

Listed in the Technical Documentation

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

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

responsibility of the manufacturer.

Signature: é . EM'&C{T Signature: LZL,I_MU_JLLMM_“.

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: 22 71,(,; Z{)Z( Date of Approval: [1-Jul-2021
J Date Issued: .::-; - o ?f/ - e ,4
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 31-Dec-2016

Effective (Date or —
Lot Number): < £ - 77A£/’ 202/




a ABBOTT

Declaration of Conformity

Certificate Identification: 08P19
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
08P1925 :
08P1934 46795 Magnesium Self-declared
Authorized European N/A

Representative (name and address)

Storage of technical documentation
(name and address)

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

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79/EC 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 Il of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature: /e

Signature: /4 gl [ Jl&i’ ‘V[\«q

Full Name . Full Name . .

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

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

Date of (3- uL -9 Date of 13 Sul, 2020

Approval: Approval: -

Date Issued: 13- JuL - 1s Place Issued AIDD, Longford

Supersedes: 13 Jun 2020

Effective (Date) (3- JuL- o
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Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code
08pP4321 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
(Name and Address)
Storage Site of Technical Abbott Laboratories, 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 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 c Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical

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

reasons to implement the REACH change to meet the requirements of the REACH Restriction

relating to Dimethylformamide (DMF).

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: Asgociate Director/Regulatory Affairs

Signature: _ C . /,&0 4 ,fl”uN

Date of

J1/

Signature: %142/1/@,

: ’ e —~ Date of / , i Do
Approval: f-’w\“) b [ Z@/ “9 0 C) 3 Approval: 2 6/ 9" / /Z/Z‘j

Date Issued:

Place Issued:

{
\

26770 2023

W elboclen

Effective (Date
or Lot Number):

<b 7@/ 202 3




) 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, 635205 Wiesbaden, Germany

;‘::; zz?eb:;g::?ces g::EN Names and Description of Devices F Classification
EPABZO 59090 Alinity ¢ Hemoglobin A Ic Reagent Kit | Self-declared

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

08P4310 44435 Alinity ¢ Hemoglobin A lc Controls Sclf-declared

Authorized European

: N/A
Representative (name and address)

-

Storage site of technical ; ; ;
9 y T 2
foc entati ( e i addr: SS) Abbott Laboralones. 1921 Hurd Drive, lrvmg. €xas 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.

Signature: C i 5{?" /C,,:\_- Signature: i Jg/lﬁ/' L?Ef( kg
Full Name: Claudia Becker Full Name: Tiffini JenI;ins
Position: Director Quality Assurance Position: Manager Regulatory AfTairs
Date of Approval: V2 ’7-:6;; 20—22 Date of Approval: [-fFeh-2022
Date Issued: 2 Feb 2222
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 12-Feb-2019

Effective (Date or

Lot Number): o FQ ‘:) LB 27




Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ACP0775J9
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
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A
Produced by (Site of manufacture) Sekisui Diagnostics P.E.I. Inc.
(Name and Address) 70 Watts Avenue

Charlottetown

Prince Edward Island

CI1E 2B9

Canada
Notified Body TUV SUD Product Service GmbH Zertifizierstellen
(Name and Identification Number) Ridlerstrale 65, 80339 Miinchen, Germany

Notified Body Number 0123

Quality Management System EU Certificate No.
Conformi p Annex IX Chapters I and III, No. V12 010051 0137

onformity Assessment Procedure including an assessment of the technical

documentation for devices concerned on

the basis of representative samples.
Common Specifications (CS) N/A

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

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

Function: _Director Quality Assurance Function: _ Assec. Director Reguldtory Affairs
Signature: [ ,Kéf /. ((A Signature: //{/M annt ///% ://L
/ -
N i - g \/) e -
Date of Approval: A2 0C’+ 20275 Date of Approval: /7 )/ Ccf [ 627

Signed for, and on

behalf of: _Abbott GmbH, Wiesbaden, Germany

Date Issued: //’./9 0 g ,2‘02 ? Place Issued: 65205 Wiesbaden, Germany

Supersedes: 08-Jul-2022

Effective (Date

or Lot Number): //‘ ()(/" 4—75723




SEKISUI

DIAGN@STICS

Because every result matters™

DECLARATION OF CONFORMITY

Manufacturer: Sekisui Diagnostics P.E.I. Inc
70 Watts Avenue Charlottetown
Prince Edward Island
C1E 2B9
Canada

European Representative: MDSS GmbH
Schiffgraben 41
30175 Hannover
Germany

Product:
Product Code Name GMDN Code
07P7120 Alinity ¢ Direct LDL Reagent Kit 53395

Classification: ~ General IVD
Conformity Assessment Route:  Annex lll, self-certified

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

Place of Issue: Prince Edward Island, Canada
Signature: [ = A e DG Ty ta- 202
Penny White Date

Senior Manager Regulatory Affairs
Sekisui Diagnostics PEI Inc.

Sekisui Diagnosties 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
Page1of1



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

REF: 04Y85-01 Description: Lipase NG OC Cal

EDMA: 11.50.03.01

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

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

1. complies with the applicable provisions of the Directive

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

3. 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 I1I 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: 04Y85-01 Descrizione: Lipase NG OC Cal

EDMA: 11.50.03.01

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data
A Legal Representative , , / R {ZO 1
Un Legale Rappres 28]l 3

0 9001:2015 - ISO 13485:2016 & EN 1S0 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2015
SENTINEL CH. 5pA - Via Robert Koch, 2 - 20152 MILANO - Tel. +39 02 345514,1 Fax +39 02 345514.64 - Cod. Fisc. e P. IVA / VAT IT 07118040158
Registro delle Imprese di Milane - REA n® 1139796 - Registro AEE n° ITO8040000004820 - Cap. Soc. / Nom. Cap. € 2,500.000 i.v. - sentinal@sentinel.it
www.sentineldiagnostics.com



r N O § 1

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

EC DECLARATION OF CONFORMITY

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

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

REF: 04Y85-10 Description: Lipase NG OC CTRL 1

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

3. 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 /i vitro (IVD) - Direttiva 98/79/CE

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

REF: 04Y85-10 Descrizione: Lipase NG OC CTRL 1

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data

28 [0z 2013

Tel. +39 02 345514.1 Fax +39 02 345514.64 - Cod. Fisc, e P. IVA / VAT IT 07118040158
0 AEE n® ITO8040000004820 - Cap. Soc. / Nom. Cap. € 2.500.000 i.v. - sentinel@sentinel.it
www.sentineldiagnostics.com

“ Regfistro delle Imprese di Milano - REA n° 1139796 - R




SENTINEL

DIAGNOST.I
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, Ttaly - Via Robert Koch 2, manufacturer of
the family of devices named as “kits for clinical chemistry, immunochemistry, coagulation, molecular biology
and rapid tests for immunology and serology” declares, under its own responsibility that the device

REF: 04Y85-11 Description: Lipase NG OC CTRL 2

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

REF: 04Y85-11 Descrizione: Lipase NG OC CTRL 2

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

II 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 Representativer , F. > &
8ol [ 2213

Un Legale Rappres?f. a/te /WL/»L_,_\
Ugo De Luca

ISQ'9001:2015 - ISO 13485:2016 8 EN ISO 13485:2016 - ISO 13485:2016 CMDCAS - BS OHSAS 18001:2007 - IS0 14001:2015
SENTINEL CH. SpA - Via Robert Koch, 2 - 20152 MILANO - Tel. +39 02 345514.1 Fax +39 02 345514,64 - Cod F_\:{. »l& 'F‘. ‘l\lf\; VAT IT O?J[l_\f 5“(5
Legistro delle Imprese di Milano - REA n® 1139796 - Registro AEE n® 1T08040000004820 - Cap. Soc. / Nom. Cap. € 2.500.000 I.v. - sentinel@sentinel.it

www.sentineldiagnostics.com
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Abbott IVDD Declaration of Conformity Attribute Update Letter

Number: 1
List Number and Size Code Name and Descriptions of Devices GMDN Code
08pP4321 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
(Name and Address)
Storage Site of Technical Abbott Laboratories, 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 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 c Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical

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

reasons to implement the REACH change to meet the requirements of the REACH Restriction

relating to Dimethylformamide (DMF).

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: Asgociate Director/Regulatory Affairs

Signature: _ C . /,&0 4 ,fl”uN

Date of

J1/

Signature: %142/1/@,

: ’ e —~ Date of / , i Do
Approval: f-’w\“) b [ Z@/ “9 0 C) 3 Approval: 2 6/ 9" / /Z/Z‘j

Date Issued:

Place Issued:

{
\

26770 2023

W elboclen

Effective (Date
or Lot Number):

<b 7@/ 202 3




) 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, 635205 Wiesbaden, Germany

;‘::; zz?eb:;g::?ces g::EN Names and Description of Devices F Classification
EPABZO 59090 Alinity ¢ Hemoglobin A Ic Reagent Kit | Self-declared

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

08P4310 44435 Alinity ¢ Hemoglobin A lc Controls Sclf-declared

Authorized European

: N/A
Representative (name and address)

-

Storage site of technical ; ; ;
9 y T 2
foc entati ( e i addr: SS) Abbott Laboralones. 1921 Hurd Drive, lrvmg. €xas 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.

Signature: C i 5{?" /C,,:\_- Signature: i Jg/lﬁ/' L?Ef( kg
Full Name: Claudia Becker Full Name: Tiffini JenI;ins
Position: Director Quality Assurance Position: Manager Regulatory AfTairs
Date of Approval: V2 ’7-:6;; 20—22 Date of Approval: [-fFeh-2022
Date Issued: 2 Feb 2222
Place Issued: 65205 Wiesbaden. Germany
Supersedes: 12-Feb-2019

Effective (Date or

Lot Number): o FQ ‘:) LB 27




TECHNOPATH

CLINICAL DIAGNOSTICS

DECLARATION OF CONFORMITY

]

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

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Category Catalogue Number
Multichem Alc Assayed/bi-level 04V0610
GMDN: 47869
Conformity Route: Annex Ill Self-Declared
Quality Management System: EN ISO 13485:2016
QMS Certification No.: Q51038520004 Rev 01
Issued By: TUV SUD, RidlerstraRe 65, 80339 Munich,
Germany
Expiry Date: 12 February 2025

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

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified
above comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

I am fully responsible for all the information provided in this declaration. This
declaration of conformity is valid from AP (Day)_fEA (Month) _0Z2 (Year)

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

$ U Ballina, Co.Tipperary AY-Fei4-ds é2
Bernd I;I'fass, Place and Date of Issue

SVP of duality and Regulatory Affairs
Techno-path Manufacturing Ltd.

DCo41 Rev 06 DC-EU



TECHNOPATH
CLINICAL DIAGNOSTICS

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

Standard Title

EN 1SO15223-1:2016 Symbols to be used with medical device labels, labelling
and information to be supplied.

EN 1SO13485:2016 Medical devices — Quality management systems —

Requirements for regulatory purposes

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

devices

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

EN 13975:2003 Sampling procedures used for acceptance testing of in
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

DCO41 Rev 06 DC-EU



| Abbott

Declaration of Conformity

Certificate Identification: DOC-04U7501-SD DELK TPM

Legal Manufacturer’s Name: Abbott GmbH

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

List Numbers and GMDN - " . :
Siie Code-oF Divies | Cadi Names and Description of Devices Classification
04U7501 54760 Alinity c Iron Calibrator Kit Self-declared
Authorized European N/A

Representative (name and address)

Sterage site of technical ; ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

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

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

Signature: ()* IE [/Cg\ Signature:

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: / v ‘ )‘"—* ‘? 39-9 } Date of Approval: Q-Jun-2€21
/ Date Issued: / (/i /&/ /47 = cfz_,{’//!
Place Issued: 65205 Wiesb;den, Germany
Supersedes: 12-Oct-2018

Effective (Date or e
Lot Number): ’// /:fJM - 2




) Abbott

Declaration of Conformity

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

DOC-08P6101-SD DLK TPM
Abbott GmbH

Max-Planck-Ring 2, 65205 Wiesbaden, Germany

List Numbers and GMDN - : ’ .
Size Code of Devices | Code Names and Description of Devices Classification
08P6101 41830 Alinity ¢ Bilirubin Calibrator Kit Self-declared

Authorized European
Representative (name and address)

N/A

i 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.

n P
Signature: ( : S(’Z(Qf' Signature:
Full Name: Claudia Becker Full Name:
Position: Director Quality Assurance Position:
Date of Approval: 02 7&’/‘: ,?1) z_). Date of Approval:

Date Issued:
Place Issued:

Supersedes:

Effective (Date or
Lot Number):

A1 Jni Jent

v

Tiffini Jenkins

Manager Regulatory Affairs
|-F€b-2022

02 el 2022

65205 Wiesbaden, Germany

05-April-2017




) 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 Numbers and GMDN ! i " ; ’

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)

T
| 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.

y D
(S

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):

Sufnidontin)

Tiffini Jenkins

Manager Regulatory Affairs

|-Feb-2022
o) Feb 222

65205 Wiesbaden, Germany
19-Aug-2019

c2 feh 2027




a ABBOTT

Declaration of Conformity

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

04V62

Abbott Ireland Diagnostics Division

Lisnamuck, Longford, Co. Longford, Ireland.

List Numbers

GMDN Code

Names and Description of Devices Classification
and Size Code
of Devices
04V6201 47868 Consolidated Chemistry Calibrator Self-declared
Authorized European N/A .
Representative (name and address)
Storage of technical documentation | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
(name and address) Longford, Ireland
and

Randox Laboratories Ltd, 30 Randalstown Road, Antrim, Co. Antrim,

BT41 4FL, UK

Harmonized Standards

Listed in the Technical Documentation

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

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

Signature: /@H/ﬁw ﬁ’)\gW Signature:

Full Name : s Full Name

(printed): Slablan Viight (printed):

Position: Director Quality Assurance/  Position:
Site Quality Head

Date of i4 - DEC- 1oL Date of

Approval: Approval:

Date Issued:

/S‘ﬂ/;ﬂ - 20 2/ Place Issued:

Supersedes:

21 October 2021

Effective (Date
or Lot
Number):

—
> —

Thomas Breslin

Manager Regulatory Affairs

I15-DEC-202)

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

15 - péc -2021




] 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

List Numbers and GMDN . ; . .
lassificat

Size Code of Devices | Code Names and Description of Devices Classification

09P1401 53356 Alinity ¢ Lipid Multiconstituent Calibrator Kit Self-declared

09P1403 53356 Alinity ¢ Lipid Multiconstituent Calibrator Kit Self-declared

Authorized European

Representative (name and address)
Storage site of technical : - : )
documentation (name and ad dress) Abbott Laboratories, 1921 Hurd Drive, Irving, Texas 75038, USA

Harmonized Standards Listed in the Technical Documentation

N/A

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.

-
Signature: [ e /ﬁf Signature: _ﬁ,{#iﬂj "iJ ”XUHU )

Full Name: Claudia Becker Full Name: Tiffini Jenki;ls

Position: Director Quality Assurance Position: Manager Regulatory Affairs

Date of Approval: __ 00 De¢ 0.2 ] Date of Approval: 2|~ Dec-7 |
Date Issued: o 2 ‘D[ (4 ‘\9 0.2
Place Issued: 65205 Wiesbaden, Germany
Supersedes: 19-Feb-201 8-

Lot 0 Dps 2001




SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.03.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’' CE

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

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

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

EDMA: 11.50.03.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data
A Legal Representative

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

Ugo Defc
// TN
pd

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

sentinel



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’" CE

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

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

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

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

1l fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data

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

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

sentinel



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA' CE

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

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

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

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

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

Ugd De Luca
a4 i W

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

sentinel



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.03.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

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

EDMA: 11.50.03.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

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

Ugo De Luca

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

sentinel



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

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

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

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

Ugo De Luca

/

ISO 9001;20{8 IS0 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - 1SO 14001:2004

sentinel



SENTINEL

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

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA' CE

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

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

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

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data

A Legal Representative |

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

A
7o,

ISO 90}/:%08 - ISO 13485:2003 - EN 1SO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

sentinel
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Abbott

EU Declaration of Conformity

Basic UDI-DI:
Basic UDI-DI Name:

038074DAL0002FQ

Alinity c-series Maintenance Solution

Risk Class: Class A

List Number
and Size Code

Product and Trade Name

GMDN Code "EMDN Code

08P9870

Alinity ¢-series Maintenance Solutions:

¢ Water Bath Additive

56676 W0201010185

s Cleaning Solution

59058

w0201010185

Manufacturer
(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

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

Prince Edward Island

CIE 2B9 Canada

Conformity Assessment Procedure

Annex Il and II1

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable

provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.

This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex I1
of the Machinery Directive and is issued under the sole responsibility of the manufacturer,

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

Sr. Director, Instrument and Automation

Function: Quaklify

Function; _ Associate Director, Regulatory Affairs

Signature: _/%7!,0, ﬁ /u,bé

Signature: %/A/M ,_J,L/ﬂL»

Date of Approval: 2”2" /772.1'7 — AR

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

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

A3 M/ﬂ/pf A2
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALD002FQ
Basic UDI-DI Name: Alinity c-series Acid Probe Wash
Risk Class: Class A

List Number Product and Trade Name | GMDN Code EMDN Code

and Size Code
01R6070 Alinity c-series Acid Probe Wash 58236 W0201010185

Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott GmbH
(Name and Address) | Max-Planck-Ring 2

65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Fisher Diagnostics

{Name and Address) | 8365 Valley Pike
Middletown VA 22645 USA
Conformity Assessment Procedure | Annex Il and 11

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 TVD Regulation, Annex VI of the ROHS Directive, and Annex IT
of the Machinery Directive and is issued under the sole responsibility of the manufacturer.

Full Name: Thomas Creel Full Name: _Michele Smith-Waheed
Sr. Director, Instrument and Automation
Function: _Quality Function: _ Associate Director, Regulatory Affairs
) -
Signature: /%)/Z[j} / { LD/ Signature:
V N
Date of Approval: ;3‘//772{,14 "‘;b} /) Date of Approval:

Signed for, and on  Abbott Laborafories,

behalf of: Irving, TX 75038

1915 Hurd Drive,

Date Issued: .72 S~ HNIA /(,/ R 47 e Y 2

Supersedes: N/A

Place Issued: Irving, Texas

Effective (Date
or Lot Number):

A3 /1/7/“7;/ e
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Basic UDI-DIL:
Basic UDI-DI Name:

EU Declaration of Conformity
038074DALO0O2E0)

Alinity c-series Acid Wash

Risk Class: _Cl I.m A
List ?‘umhcr l’rmluu and lmdc N.\mc GMDN Code I[ EMDN Code
amd Size Code | ) =
08P7740 Ahmt) ¢-series /\ud Waah 56676 'l WO0201010185

Manufacturer
{Namec and Address)

Abbott 1, .1honmr1cs
1915 Hurd Drive
Irving, X 75038 [JSA

Manufacturer SRN

US-MF-000017777

Authorized Representative
{(Name and Address)

Abbott Gmbll
Max-Planck-Ring 2
65205 Wicsbhaden, Germany

Authorized Representative SRN

DLE-AR-000009457

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

Fisher Diagnostics
8365 Valley Pike
Middlctown, VA 22645 USA

Conformity Assessment Procedure

Anncx I and 1}

We. the undersigned, herehy declare that the in vitro diagnostic medical device(s) deseribed above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices: 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 clectronic equipment. and to
applicable provisions of Dircetive 2006/42/EC of the Luropean 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:  Kevin Richardson

Full Name:  Melissa Vaughan

Function:

Director, Instrument Quality

Function:  Director, Regulatory Affairs

Signature:

v/

WWJM’IL \/(XM{AM\)

Signature:

Date of Approval:

RO - JULY-Roz3

Date of Approval:

Signed for. and on
hehalf of:

Abbott Laborafories,
Irving, 1X 75038 1ISA

mw 20, 2024

1915 Hurd Drive,

Date Issued:

20-JuLYy-2023

Place Issued:  Irving, Texas

Supersedes: 23-May-2022

I ffective (Date
ur 1 ot Number):

20 - Juty-2023

Page 1 of 9
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Abbott

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

EU Declaration of Conformity
_(HE(WA_[_)&()(H)‘[_(L

Alinity c-series Alkaline l\/g_sh__ - -
Class A

List Number
and Size Code

GMDN Code EMDN Code

Product and Trade Name

l 08P7840

Alinity ¢-series Alkaline Wash

58236 WO201010185

Manufacturer
{(Name and Address)

Abbott Laboratories
1915 Turd Drive
Irving, 1'X 75038 USA

Manufacturer SRN

US-MV-000017777

Authorized Representative
{Name and Address)

Abbott (bl
Max-Planck-Ring 2
65205 Wicshaden, Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Fisher Diagnostics

(Name and Address) | 8365 Valley Pike
Middictown, VA 22645 UJSA

Annex H and HI

Conformity Assessment Procedure

We, the undemsigned. 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 § April 2017 on In Vitro Diagnostic
Medical Devices; and additionally confonns 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 2006/42/1:C of the Luropean Parliament and of the Council of 17 May 2006 on machinery. and
amending Directive 95/16/1-C as transposed into the faws 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 I of the Machinery Directive and is issued under the sole responsibility of the
manufacturer,

Full Name:  Kevin Richardson Foll Name:  Melissa Vaughan

Director, Instrument Quality Function:

RO - JuLly ~A033
Abbott Lahoratdrics, 1915 Hurd Drive,
Irving, 1 X 75038 1ISA

Function: Director, Regulitory Altain

Signature: \V{/,}Q{ (/0/(‘ 31]\\/CU,L, ﬁ Ir:\_ ,

Signature:

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

Place Issued:
FfTective (Date
or Lot Number):

Date Issued:

20-JULS 2023

23-May-2022

Irving, Texas

Supersedues:

2C -JulLH-2023

Page 1 of 9
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Abbott

Basic UM-D1:
Basic UD-DI Name:
Risk Class:

EU Declaration of Conformity
D38074DAT00021Q

Alinity c-series Detergent A

Class A

it I_\.umhcr Product and Trade Name GMDN Code EMDN Code
and Size Code
08PY6T0 Alinity c-series Detergent A 59058 W0201010185

Manufacturer
(Name and Address)

Abbott Laboratorics
1915 Hurd Drive
Irving. TX 75038 USA

Manufacturer SRN

US-ME-000017777

Authorized Representative
(Name and Address)

Abbott Gmbli
Max-Planck-Ring 2
65205 Wiesbaden, Genmany

Authorized Representative SRN

DE-AR-000009457

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

Sckisui Diagnostics P.L.L Inc.
70 Watts Avenue
Charlottetown

Prince Ldward Island

C1E 289 Canada

Conformity Assessment Procedure

Annex H and 11

We. the undersigned, herehy declare that the in vitro diagnostic medical device(s) described above conform with the applicablc
provisions of the Regulation (1) 2017/746 of the European Parliament and of the Council of § April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 201176541 of the Luropean Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic cquipment, 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 Dircctive 95/16/EC as transposed into the Taws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.

Full Name:  Kevin Richardson

Iull Name:  Melissa Vaughan

Function:  Director, Instrument Quality

Signature:

Lk d

(g

Date of Approval: RO = Jebedy ~ A RS

Signed for, and on

hehalf ofr Trving, X 75038 USA

Abhott Laborathrics, 1915 Hurd Drive,

Function:

Signature:

Date of Approval:

Director, Regulatorv Aflairs

\4/\’ h’b/}’l \[(ALL Hr Ve,

Date Issued: 20 — Juzd - 202.3

Supersedes:  23-May-2022

Place Issued:
Fitective (Date
or Lot Numbery:

Irving, Texas

20-JulA-2023

Page 1 of 9
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO002FQ
Basic UDI-DI Name: Alinity c-series Detergent B
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code

08P9781 Alinity c-series Detergent B 59058 W0201010185

Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN | US-MF-000017777

Authorized Representative | Abbott GmbH

(Name and Address)

Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

Produced by (Site of Manufacture)

Sekisui Diagnostics P.E.I Inc.

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

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parliament and of the Council of 17 May 2006 on machinery, and
amending Directive 95/16/EC as transposed into the laws of the member states.
This declaration is made in accordance with Annex IV of the IVD Regulation, Annex VI of the ROHS Directive, and Annex IT

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

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

Signature: %ﬂ@ /:{ i{ !

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

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

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

Date of Approval: L. = — MA /u - L2 D

Date Issued: c7,‘2 = ’Mé/ ’20079—-

Supersedes: N/A

Place Issued: Irving, Texas

Effective (Date
ot Lot Number):

L= - /Mﬁ/u/ " HRoRQ D
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DAL0003ES
Basic UD1-DI Name: Alinity ci-series Sample Cups
Risk Class: Class A

List I?Iumber Product and Trade Name GMDN Code EMDN Code

and Size Code
01R3801 Alinity ci-series Sample Cups 56676 Ww0201020185

Manufacturer
(Name and Address)

Abbott L aboratories
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)

Nypro Chicago
955 Tri-State Parkway
Gurnee, IL 60031 USA

Conformity Assessment Procedure

Annex II and ITI

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 II of the Machinery Directive and is issued under the sole responsibility of the

manufacturer.
Full Name: Thomas Creel Full Name:
Sr. Director, Instrument and Automation
Function: = ' - Function:
Signature: B Signature:
Date of Approval: / 4 /U Y4 90 AN Date of Approval:

Signed for, and on  Abbott Laboratories, 1915 Hurd Drive,

behalf of:

Irving, TX 75038 USA

Amanda Peoples

Projegt Manager, Regulatory Affairs

D srde Fr.onl

'/iL MNov 90'21

Date Issued

Supersedes: (] September 2022

Place Issued:
Effective (Date
or Lot Number):

Irving, Texas

14 fMlov 2272







EU Declaration of Conformity

Basic UDI-DI: 038074ACT0483K5
Basic UDI-DI Name: Alkaline Phosphatase2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8320 Alkaline Phosphatase?2 52929 Wo01010105
04T8330 Alkaline Phosphatase2 52929 W01010105
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 Stid Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 * 80339 Munich Germany

Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters [ and 111, 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: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs
Signature: ___A 560G Q‘/\ é‘ h— Signature: 3. Gc./é«f ({f
Date of Approval: __ (b - DEC - LOL Date of Approval: lb- DEC- 202/

Signed for, and on

behalf of: _Abbott Ireland Diagnostics Division Lisnamuck, Longford, Co. Longford Ireland
Date Issued: ; , Place Issued:  Lisnamuck, Longford, Co. Longford,
lo -DEC - Lo Ireland
Effective (Date )
Supersedes: N/A or Lot Number): lb- 0EC - Lo

Page 1 of 1
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Abhott

EU Declaration of Conformity

Basic UDI-DI: 038074ACT0499KL,

Basic UDI-DI Name: Lactate Dehydrogenase2

Risk Class: Class C

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

04T9920 Lactate Dehydrogenase2

53072 Ww01010119

04T9930 Lactate Dehydrogenase2

53072 wo01010119

Manufacturer
(Name and Address)

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

Manufacturer SRN

IE-MF-000010070

Authorized Representative
(Name and Address)

N/A

Authorized Representative SRN

N/A

Produced by (Site of Manufacture)

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

(Name and Address)
Notified Body | TUV Siid Product Service GmbH Zertifizierstellen,
(Name and Identification Number) | RidlerstraBe 65 * 80339 Munich Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and III, No. V12 054869 0013

Conformity 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: _Siobhan Wright Full Name: _Sandra Gallagher
Director Quality Assurance/Site Quality
Function: _Head Function: _Manager Regulatory Affairs

Signature: J}\Oﬁm 19‘/\(5 h~

Signature:

Date of Approval:

4 - 0ec- 1ort

S Gallaflor

Date of Approval: 13- Dec- 02

Signed for, and on

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

Date Issued: Place Issued:  Lisnamuck, Longford, Co. Longford,
14- OeC - WL Ireland
Effective (Date
Supersedes: _N/A or Lot Number): Y - pec. - Lol

Page 1 of 1
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DAL0003FS
Basic UDI-DI Name: Alinity ci-series Calibrator/Control Replacement Caps
Risk Class: Class A

List Number Product and Trade Name GMDN Code EMDN Code

and Size Code
04R1001 Alinity ci-series Calibrator/Control Replacement Caps 56676 W0201020185

Manufacturer | Abbott Laboratories
(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN | US-MF-000017777

Authorized Representative | Abbott GmbH
(Name and Address) | Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN | DE-AR-000009457

Produced by (Site of Manufacture) | Abbott Laboratories
(Name and Address) | Abbott Park, II. 60064 USA

Conformity Assessment Procedure | Annex I and 111

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devices; and additionally conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Council of 8 June 2011 on the restriction of the use of certain hazardous substances in electrical and electronic equipment, and to
applicable provisions of Directive 2006/42/EC of the European Parlhiament 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 I'V of the IVD Regulation, Annex VI of the ROHS
Directive, and Annex II of the Machinery Directive and is issued under the sole responsibility of the
manufacturer.

Full Name: Thomas Creel Full Name: _Amanda Peoples
Sr. Director, Instrument and Automation
Function: Function: _Projget Manager, Regulatory Affairs
Signature: Signature:
Date of Approval: / 4 /U o 2622 Date of Approval: ] 4 /U oV o2

Signed for, and on  Abbott Laboratories, 1915 Hurd Drive,
behalf of: Trving, TX 75038 USA

Date Issued: _ Place Issued: _Irving, Texas

Effective (Date
Supersedes: (2 September 2022 or Lot Number): l /11 - ,L) DV - 9’0 PR




TECHNOPATH

CLINICAL DIAGNOSTICS
DECLARATION OF CONFORMITY

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

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

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

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

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

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

Medical Device Directive 98/79/EC.

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

DC026 Rev 06 DC-EU



TECHNOPATH

CLINICAL DIAGNOSTICS

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

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

Techno-path Manufacturing Ltd.

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

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

Requirements for regulatory purposes

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

devices

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

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

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

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

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

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

EN 23640:2015 In vitro diagnostic medical devices - Evaluation of
stability of in vitro diagnostic reagents
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CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

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

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in-compliance with the standard

UNIEN SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi
e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.

Design and manufacturing of diagnostic medical devices for laboratories of analysis and.non-sterile class | medical devices.
Marketing of invasive.and non-invasive medical devices.of class lla, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato € soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the certification in force applicable.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING-DIRECTOR

WLIieL~

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2023-10-24 2026-10-29
Settore IAF 14 - 29 ACCREDIA b §

SGQ N° 023A

Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l, | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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CERTIFICATO N° 505DMO09

CERTIFICATE N° 505DM09

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 = IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliance with the standard

UNI CEI EN ISO 13485-2021 (ISO 13485-2016)

per i sequenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe lla, Is, | e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and in surgical field.
Design and manufacturing of diagnostic-medical devices for laboratories of analysis-and non-sterile class I medical devices.

Marketing of invasive and non-invasive-medical devices of class lla, Is, | and. in-vitro diagnostics.

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirements established-in-the Rules for the certification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate, please refer to the Italian-language

L"’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

WAN'NE

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza
First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA ’“

L'ENTE ITALANO Di ACCREDITAMENTO

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

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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