) Abbott

Declaration of Conformity

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

Legal Manufacturer’s Name: Abbott GmbH

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

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

Authorized European N/A

Representative (name and address)

Storage site of technical

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

Harmonized Standards Listed in the Technical Documentation

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

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

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

Full Name: Claudia Becker Full Name: Tiffini Jenkins
Position: Director Quality Assurance Position: Manager Regulatory Affairs
Date of Approval: ZZ 7‘,{,’ 2 ¢ ,Z/ Date of Approval: l=J11]-2021
! Date Issued: 22- /740/“ 2 e

Place Issued: 65205 Wiesbaden, Germany

Digitally signed Ceaicovschi Tudor
Date: 2025.12.2 S89e5:
Reason: MoldSi ﬁs nature

Location: Molds egctlve (Date or

MOLDOVA E er):
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU04051U
Basic UDI-DI Name: Total Bilrubin2
Risk Class; Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0400520 Total Bilirubin2 53229 W01010203
Manufacturer | Abbott Ireland, Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland
(Name and Address)
Manufacturer SRN | [E-MF-000010070
Authorized Representative | N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland, Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland
(Name and Address)
Notified Body | TUV SUD Product Service GmbH
(Name and Identification Number) | Ridlerstrafie 65, 80339 Miinich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex IX Chapters I and 111, 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 § 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.

David Spellman Rosemary McEntire
Full Name: Full Name:
Director Quality Assurance/ Site Quality Manager Regulatory Affairs
Function: Head _ Function:
— AP ( \ i
Signature: / %‘g/é,,_\ Signature: i - 'MKQ Q‘-\.- WO
Date of Approval: 20 Aon 7.2 & Date of Approval: QA AL Q004
Signed for,and on  Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland
behalf of:
¢ . a Lisnamuck, Longford, Co. Longford,
Date Issued: 16 fre 2oy Place Issued: _Ireland
16-Dec-2021 Effective (Date ) . o
Supersedes: or Lot Number): e é‘ /‘f PL (ol Y
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Abbott EU Declaration of Conformity
Basic UDI-DI: 038074ACPOT97IK
Basic UDI-DI Name: Alinity ¢ Direct Bilirubin
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P9720 Alinity ¢ Direct Bilirubin Reagent Kit 53233 w01010203
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
C1E 2B9
Canada_
Notified Body TUV SUD Product Service GmbH
(Name and Identification Number) RidlerstraBe 63, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
. Annex IX Chapters I and III, No. V12 010051 0137
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: _Hannah Delille Full Name: _Bridget Norton
Function: _Director Quality Assurance Function: _Assoc. Director Regulatory Affairs
, /4 B ——
Signature: Signature: //&6 %'- m
T
.

Date of Approval: 2@ h Od m Date of Approval: M / 0 5'{ / Qﬁ Qf)
Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: 2 - ()( 7‘ =2 024 Place Issued: 65205 Wiesbaden, Germany

Supersedes:

31-Oct-2024

Effective (Date
or Lot Number):

20-COcf —-2825




Declaration of Conformity

Certificate Identification: 04784
Legal Manufacturer’s Name: Abbott Ireland Diagnostics Division
Legal Manufacturer’s Address: Lisnamuck, Longford, Co. Longford, Ircland.
List Numbers GMDN Code Names and Description of Devices Classification
and Size Code
04T8420 52025 Alanine Aminotransferase? Seif-declared
04T8430 52925 Alanine Amninotransferase2 Self-declared
Authorized European Not Applicable

Represeniative (name and address)

Storage of techmcal documentation | Appbort 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/LC of the European
Parliament and of the Council of 27 Cetober 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: /&W i%\r;g W Signature: W

Full Name  _. ) Full Name /

(printed): Siobhan Wright (printed): mas Breslin
Position: Director Quality Assurance/  Position: Manager Regulatory Affairs
Site Quality Head
Date of 12 - Ser- 11 Date of 12-5£p 2021
Approval: Approval:
Date Issucd: 13- &P - Wl Place Issued:  Abbott Ireland Diagnostics Division,

Lisnamuck, Longford, Co. Longford, frcland.
Supersedes:  Not Applicable Eifective Date: A -§eP- Lotf




EU Declaration of Conformity

Rasic [TNI-DI- NI’/NTAACTNAQAK F
BASIC UI-UL IName: Uamma-Ulutamyl lransterase2
| d q. (‘ d | A R VLALALL I B L GANEN L YAALLW | LrIYILZY LOoue J nl“lul‘ Luue I
and Size Code
| 04T9620 | Gamma-Glutamv] Transferase2 | 53077 [ wninintis |
[ 04T9630 | Gamma-Glutamvl Transferage? | 577 | watnintie |

] (Name and Address) | “*VVVt 1 V1904 DIGBIUSULS LIVISIVN, LISIAINUCK, LONZIOTA, LO. Longrora ireland |

A ized R tive
‘ uthoriz epresenta N/A ‘

(Name and Address)

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

I Produced by (Site of Manufacture)
(Name and Addrecc)

| Nafifiad Radw | 1UV SUD Product Service GmbH, |

ey ey '

| UName ana genumncauon Number) | o oo 0 0

| | Quality Management System | EU Certificate No. |

Including an assessment of the technical V12 054869 0013

Conformity Assessment Procedure
documentation for devices concerned an the hacic nf

ALLITA 1A LHEPLEDs 1 odna 111, ‘

[ 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.

Cull IN'INE: _ LdVIA dpelman Full Name: _Rosemary McEntire
P Ll UMLUL Uty Dl WUy §Ivau CUueUOIL, 1t§}uuuger IRELUIALOTY ATIAIrS
Signature: ,@d\ Signature: ‘{ ﬁ-( : if-_ L(K,L»\_Q
Date of Approval: “ /G ,4'“(_% 2o S" Date of Approval: \(\( -j'\t_ O 3‘\/' ?\krgq

“
-4
J
LRl UL, atld Wil

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

Date Issued: (9 fue 202§ Place Issued: _Lisnamuck, Longford, Co. Longford Ireland

Supersedes: 22 May 2024 or Lot Number) / i 14’(/( & o2 5
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BasIic UDI-UIL;
Basic UDI-DI Name:

List Number
and Size ('nde

| 0418520 |

IMMmmen memel A ddwnna

| e e mammmmmam e ymme— m = mmeee— s — e o,

iMlama and Addweacey

Notitied Body
(Name and Identification Number)

CURIIUL LY SAIDEIIMICUL 1 I ULeuul v

LU peliarauvil vl COLLUL Iy

UIBU /4L IJUJITIND

Amylase2

Product and Trade Name GMDN Code EMDN Code

Amylase2 | 32940 | wololoioy

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

Abbott Ireland Diagnostics Livision, Lisnamuck. Longlord, Lo. L.ongrora 1reiana

TUV SUD Product Service UGmbH,
Ridlerstraie 65. 80339 Munich, Germany
Natified Rodv Numhber 011273

Qualty vMianagement dYsiem | EU CETLIICALE YU,

lIlUqulllg AL @BDCTHHILICIIL UL LIC wouLineal \,-’ l_)' U)_I_ﬁb\;} U()]j
documentation for devices concerned on the basis of
representative samples

We, the undersigned. hereby declare tat tne 1n VIro aragnosuc medaicdl evIces) Ueserived dbuve CULLLULIL WILE LIS applivauie
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic

FESPUNSIDIILY U6 LIE MANUIACIUIer.

Full Namea- Inhn [ eannnn

Function: Quality Manager

Full Name:  Sandra Gallagher

Function: Manager Regulatory Allairs

Signature: c_\b\f\h | —— Signature: < - &ﬂuﬁ(pf
[}

Date of Anproval: G ~Jua 1025 Date of Approval: 15-Swwve-2o2s

Qioned for and nn

DENELL 0L AUDULL LICIIIU LEgLIUSLILD LAV ISIULL, LASHAIITUGR. LAJLIE VI, WA LAVIEIVIG L

Date Issued: \D ~Jwna ~1o2S

Place Issued: Lisnamuck. Longford. Co. Longford Ireland

Supersedes: 19 Feb 2024

Effective (Date o
or Lot Number): \G = Dne - 101§

Page 1 of 9




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
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) Abbott
] ®
Declaration of Conformity
Certificate Identification: DOC-08P1620, 08P1630-SD DELK TPM
Legal Manufacturer’s Name: Abbott GmbH
Legal Manufacturer’s Address: Max-Planck-Ring 2, 65205 Wiesbaden, Germany
List Numbers and GMDN & o ; . .
Size Code of Devices | Code Names and Description of Devices Classification
08P1620 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
08P1630 53590 Alinity ¢ Urea Nitrogen Reagent Kit Self-declared
Authorized European N/A

Representative (name and address)

Storage site of technical 2 ; ;
documentation (name and address) Abbott Laboratories, 1921 Hurd Drive, [rving, Texas 75038, USA.

Harmonized Standards Listed in the Technical Documentation

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

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

Signature: C ; ’Zfézar Signature: ( 2“ L/ gﬂﬂt!ﬂ!!

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

Effective (Date or o
Lot Number): e -‘/744/- 20747
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0491K4
Basic UDI-DI Name: Creatinine2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T9120 Crealinine2 33251 Ww01010207
Manufacturer | Abbott [reland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland
{Name and Address)
Manufacturer SRN | TE-MF-060010070
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 lreland

Notified Body
(Name and Identification Number)

TOV SUD Product Scrvice Gmb,
Ridlerstrafie 63, 80339 Munich, Germany
Notified Body Number 0123

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System

Annex IX Chapters [ and I1l,

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 Apri! 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 Speliman Fuil Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: Manager Regulatory AfTairs
Signature: M/ Signature: S. &M
T )
Date of Approval: [0 SEP 102§ Date of Approval: 5 - SEF-Zradiy

Signed for, and on
behalf of:

Abbott Ireland Diagnostics Division Lisnamuck, Longford Co. Longford Ireland

Date [ssued:

(O SEp 2oty

Place Issued: _Lisnamuck, Longford Co. Longford Ireland

Supersedes:  13-Mar-2023

Effective (Date

or Lot Number): FS gf/ﬂ LT
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a ABBOTY

Declaration of Conform

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

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

List Numbers GMDN Caode

Represeutative (name and address)

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

Storage of technical documentation
(name and address)

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

Harmonized Standsards

Listed in the Technical Documentation

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

This declaration is made in sccordance with Annex IIT of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

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

Full Name . Full Name

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

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

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

Approval: Approval:

Date Issued: If' MV -0

Place issued: Abboit Ireland Diagnostics Division,

Supersedes:  Not Applicable

Lisnamuck, Longford, Co. Longford, ireland.

Effective Date: 1€ —NOV - D



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
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACU0430IT
Basic UDI-DI Name: Albumin BCG2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0413020 Albumin BC(G2 59071 W01010201
0413030 Albumin BCG2 59071 W01010201

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

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
{Name and Address)

Authorized Representative SRN | N/A

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

Notified Body | TUV SUD Product Service GmbH,
(Name and ldentification Number) | Ridlerstralie 63, 80339 Munich, Germany
Nolified Body Number 0123

Quality Management System EU Certificate No.
Annex IX Chapters I and 11, No, V12 054869 0013
Conformity Assessment Procedure | Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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

Full Name: David Spellman Full Name: _Sandra Gallagher
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature; M Signature: . théfﬂ/((f
Cad =
Date of Approval: el SEPL Ao i Date of Approval: OG- SEFL- Deoai

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

Datc [ssued: /O S = /’ 2o ‘1’ Place Issued: _Lisnamuck. Longford Co. Longford Ireland
Effective (Date o
Supersedes:  13-Mar 2023 ot Lot Number): /0 S& T Yy
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_Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0488KF
Basic UDI-DI Name: Cholesterol2
Risk Class: Class B
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04T8820 Cholesterol2 53359 Wo01010205
04T8830 Cholesterol2 53359 W01010205

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

Manufacturer SRN | IE-MF-000010070

Authorized Representative | N/A
(Name and Address)

Authorized Representative SRN | N/A

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

Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Annex I[X Chapters I and I11, No. V12 054869 0013
Conformity Assessment Procedure | Including an assessment of the technical
documentation for devices concerned on the basis of
representative samples

Common Specifications (CS) | N/A

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

Full Name: _David Spellman Full Name: Rosemary McEntire
Director Quality Assurance/ Site Quality
Function: Head Function: _Manager Regulatory Affairs
Signature: j% Signature: . | \é&\.{
Date of Approval: 21 OCT 2w Date of Approval: 3 \ OCV QQ‘Q\A}

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

Date Issued: 3| 9T 2=z 4 Place Issued: _Lisnamuck, Longford Co. Longford Ireland
Effective (Date
Supersedes; 25-Sep-2023 or Lot Number): 2L ©OCT z2o72 G
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a ABBOTT

Declaration of Conformity 7

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

Representative (name and address)

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

Harmonized Standards Listed in the Technical Documentation

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

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

Signature: A Lol gy O L Signature:

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

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




Abbott

LU U4l 41V UL CULLIUL 1Ly |

Basic UDI1-U1:
Basic UDI-DI Name:

UlduU/4AL LU4YDI N |
Iron2 |

| AR LA AN R, | rroauct ana 1Lraae Name | WiVILILY wuue ! LAYELZY LUUE | |

o oo

[ 0479820 |

Tran? [ 54758 | woroio216 ||

= g c LICS IVISIUIL, LASILk b - LULELY E
] Nars and Addvese) ADDOIL ITEIANA LMAZNOSLCS LAVISION, LISIEIIUCK, LUNZIOIU, LU LULEIULU LES1aig | |

[ Manutacturer SKN | lE-MFEP-UUUUIUU /U | |

Authorized Representative |
Mlama and Addrace) N/A .

e i ttna it " AN Fatne il e e o T e |

Abbott Ireland Diagnostics Division, Lisnamuck, Longtord, Co. Longtord Ireland |

| MTancae v mencd A AT aannnh

| Notified Body

‘ UL TEAEEE EAMALA EtavasEESLLLLalras S

| TUV SUD Product Service GmbH, Certification Body, | ]

Tmsssmswa g A NAEE L LA MR e f e e st asmasawas

Notified Body Number 0123 | |

Be-dstchopnp poe

L UNIUNHIILY AMSESSIICIL DTULTUuI e |

Quality Management System
ANnex LA Lnaprers 1 ana 111,

Inrlnding an accecement af the technical
daocumentaton 10r agvices concemeda on wue
representative samples

| EU Certificate No. |

1 NO. V1L U24007 UULD |

Ddsls 01 ‘

We, the undersigned. hereby declare that the in vitro diagnostic medical device(s) described above contorm with the applicable
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responsibility of the manufacturer.

Full Name: David Soellman Full Name: Rosemary McEntire
LA CULUL WJUdlILy AsdULAllVE I wualiy
Function: _Head Function: _Manager Regulatory Affairs
; ; : - ; .
Signature: % %’/\_”f Signature: g 2 \)J\ \-Q_\.\I}:\.\_Q_
i ~7 2
Date of Approval: 7 [ /{JDLJ (R Date of Approval: <) \ I\)C}J P ingi

DEndll o ADDULL ITCIANU LR NUSLICS LAVISIUL LASIGUGKR, LUHZIVIU, WU LUIHEIULY Leiativ

Date Issued:

Supersedes:

2l Mov 2023

09 December 2021

Place Issued

or Lot Number)

Effective (Date

Lisnamuck, Longford, Co. Longford,
. Ireland

; 7/ { _/t.-}.D W CH Z_:S

1aEe & v s




| 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/
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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
08P4321 Alinity ¢ Hemoglobin Alc Reagent Kit 59090

Legal Manufacturer
(Name and Address)

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

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.

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

98/79/EC.

IVD Directive 98/79/EC
Declaration of Conformity
Identification

DoC-08P4320, 08P4301, 08P4310-SD DLK TPM - Date of Approval 02-Feb-2022

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

Create new size code for Alinity ¢ Hemoglobin Alc Reagent Kit (LN 08P4321) for logistical
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: As?o, ciate DirectorRegulatory Affairs

Signature:  C . /,S()(/:j“ Signature: (A e / /( i5) Ji,

Date of

i P Dateof )
Approval: - )L' rZz/ ‘90 C) £} Agpic?val: /?é/ /Q—Z / /%’J J

Date Issued: 2 (, / 7.IAJ 20 eo Place Issued: W ,-‘(?\( Z)r}.cf €n

Effective (Date

or Lot Number): -QL‘ 7;..-} “902 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: 038074ACP0O775]9
Basic UDI-DI Name: Alinity ¢ Ultra HDL
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
07P7520 Alinity ¢ Ultra HDLReagent Kit 53391 Ww01010215
07P7530 Alinity ¢ Ultra HDI Reagent Kit 53391 W01010215
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A

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

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

Prince Edward Island

C1E 2B9

Canada

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

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

Common Specifications (CS)

N/A

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

sole responsibility of the manufacturer.

Full Name: Claudia Becker

Full Name: Susanne Ulrich

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

Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

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

Supersedes: 08-Jul-2022

Effective (Date

or Lot Number): /47- //:’/" 2&[5’




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




| 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
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ARV0004QL
Basic UDI-DI Name: Consolidated Chemistry Calibrator
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
04V6201 Consolidated Chemistry Calibrator 47868 W0101050399
Abbott Ireland,
Diagnostics Division,
Manufacturer ¥ Isnsonenle: T.omatnd
(Name and Address) el DI

Co. Longford,
Ireland

Manufacturer SRN | IE-MF-000010070

Authorized Representative N/A
(Name and Address)

Authorized Representative SRN | N/A

Randox Science Park
30 Randalstown Road,
Antrim

BT41 4FL

United Kingdom

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

TUV SUD Product Service GmbH,

Notified Body | . >
. < RidlerstraBe 65, 80339 Munich, Germany
(Name and Identification Number) Notified Body No. 0123

Quality Management System

Annex IX Chapters 1 and 111, EU Certificate No.
Conformity Assessment Procedure | Including an assessment of the technical . V12 054869 0013
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: Joe Murray Full Name: Rosemary McEntire

Function: _Director Quality/Site Quality Head Function: _Associate Director Regulatory Affairs

S _ oo M Signature: DQ M CuTaw

Date of Approval: oy New 2025 Date of Approval: 04 V\)O&/ PO o), g‘

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

Lisnamuck, Longford, Co. Longford,

Date Issued: O4 Nov 2025 Place Issued: Ireland
Effective (Date
Supersedes: 19 December 2024 or Lot Number): Oli Na 202 S
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Abbott EU Declaration of Conformity

Basic UDI-DI: 038074ACP0914HX
Basic UDI-DI Name: Alinity ¢ Lipid Multiconstituent Calibrator
Risk Class: Class B
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
09P1403 Alinity ¢ Lipid Multiconstituent Calibrator Kit 53356 W0102152203
Manufacturer Abbott GmbH, Max-Planck-Ring 2, 65205 Wiesbaden, Germany
(Name and Address)
Manpufacturer SRN DE-MF-000009455
Authorized Representative N/A
(Name and Address)
Authorized Representative SRN N/A

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

Randox Laboratories Limited
55 Diamond Road

Crumlin, County Antrim
BT29 4QY, United Kingdom

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

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

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

Common Specifications (CS)

N/A

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

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

Full Name: Claudia Becker

Full Name: Bridget Norton

Function: Director Quality Assurance Function: _Assgga Director Regulatory Affairs

3
Signature: ( 3 X([ /5&\ Signature:

Date of Approval: 28 /4p( 2 025 Date of Approval: 52 g / &r ] / 52 é7 S

Signed for, and on

behalf of: Abbott GmbH, Wiesbaden, Germany

Date Issued: 25 Ao 2 Y Place Issued: 65205 Wiesbaden, Germany
7

Supersedes: 30-Jan-2024

Effective (Date

or Lot Number): J S./Zg‘ m—




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 responsabilita 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 Legaleg}p;?gntante @6/0 4 /'29[:)-

Ugo Defc
// G TR
P

-
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SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

REF: 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 responsabilita 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(2],
g3 %e;/«/\

IS0 9001:2008 - 1SO 13485:2003 - EN ISO 13485:2012 - 1SO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - I1SO 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 / Data

A Legal Representative ;

Un Legalé Rappresentante 06 /O 4/@)[1)-
Ugd Pe Lua
o i e o

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

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.03.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

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

EDMA: 11.50.03.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

3. & progettato, fabbricato e immesso in commercio nell'ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato 1II 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 Representati e/ P P
Un Legale Rappreséntante/ 27 Cnr_—" © ?/GL/"LD'V.,

Ugo De Luca

ISO 9001:2008 - I1SO 13485:2003 - EN IS0 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004
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SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

REF: 08P6515 Descrizione: Alinity c 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 / g :

Un Legale Rappresenta/ e /s /;, i 0 :}/o g,/),o 1F
Ugo De Luca T =

/
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SENTINEL

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

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

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

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

EDMA: 11.50.01.01

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’' CE

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

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

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

EDMA: 11.50.01.01

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

3. & progettato, fabbricato e immesso in commercio nell’ambito dellapplicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data

A Legal Representative /

Un Legale Rappresefitant / 0 }/0 L/lx>4,f
N pirre)

Ugo De Luca /
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Abhott

EU Declaration of Conformity

Basic UDI-IM: 038074DALOGO2FQ
Basic UDI-DI Name: Alinity c-series Maintenance Solutions
Risk Class: Class A
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
08P98&70 Alinity ¢-serics Maintenance Selutions
o  Water Bath Additive 56676 W0201010185
e (leaning Solution 59058 W0201010185
Manufacturer | Abbott Laboratorics
{(Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott GmbH

{(Name and Address)

Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN

DE-AR-000009457

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

Sekisui Diagnostics P.E.L Inc.

70 Watts Avenue

Charlottetown, Prince Edward Island
C1E 2B9 Canada

Conformity Assessment Procedure

Annex II 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. 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: Kevin Richardson Full Name: Melissa Vaughan
Function: Direcltor Good Manufacturing Practices Function: _Director Regulatory Affairs
Signature: _ y Signature: ﬂmm%ﬁ_m
Date of Approval: /? A D l/~2 9125 Date of Approval: 9’0 ",\-AQI- 2’0 315

Signed for, and
an behalf of:

Abbott Laboratories
1915 Hurd Drive

Date Issued:

Supersedes:

lrving, TX 75038 USA
KQO - MO\/ - 3/02'5_ Place Issued: [Irving, Texas
Effective (Date
23-May-2022 or Lot Number}: 9{)" MO\/ “"'(9037 s
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Abbott

EU Declaration of Conformity

Basic UDI-DM; 038074DALOO02FQ
Basic UDI-DI Name; Alinity c-series Acid Probe Wash
Risk Class: Class A
List Number Product and Trade Name GMDN Cede EMDN Code
and Size Code
OLR6070 Alinity ¢-series Acid Probe Wash 58236 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)

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex II 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 Dia gnostic
Medical Devices. This declaration is made in accordance with Annex 1V of the IVD Regulation and is issued under the sole responsibility

of the manufacturer,

Full Name: Kevin Richardson Full Name: Melissa Vaughan
Function: Directollr Good Manufacturing Practices Function; Director Regulatory Affairs
Signature: %43 ;ﬁé, Signature: (/
Date of Approval: /'? - NOY -~ RA225 Date of Approval: 9‘0 -/\lﬂ v " a‘o
Abbott Laboratories

Signed for, and
on behalf of:

1915 Hurd Drive
Irving, TX 75038 USA

Date Issued:

RO~ Nopy ~2635

Supersedes:

23-May-2022

Place Issued:
Effective (Date
or Lot Number):

Irving, Texas

20 -Nov -2025
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Abbott
EU Declaration of Conformity
Basic UDI-DI; 038074DALO002FQ
Basic UDI-DI Name: Alinity c-sertes Acid Wash
Risk Class: Class A

List Number Product and Trade Name GMDN Code EMDN Code

and Size Code
08P7740 Alinity c-series Acid Wash 56676 WwO0201010185

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)

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex Il 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. This declaration is made in accordance with Annex IV of the IVD Regulation and is issued under the sole responsibilicy

of the manufacturer.

Full Name: Kevin Richardson Full Name: _Melissa Vaughan
Function: Director Good Manufacturing Practices Function: Director Regulatory Affairs
Signature: Signature: WM& V
Date of Approval: - P~ D2 Date of Approval: 4’)0 - NOV - JO
Abbott Laboratories
Signed for, and 1915 Hurd Drive
on behalf of: Irving, TX 75038 USA
Date Issued: ao - I\I‘OV ’2-0?6 Place Issued: Irving, Texas
Effective (Date
Supersedes:  20-July-2023 or Lot Number): (90 - /\,[0\/ - 9’0 a‘ 6

Page 10of 8



o)

Abhott

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

038074DALOO02FQ

EU Declaration of Conformity

Alinity c-series Alkaline Wash

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code EMDN Code

08P7340

Alinity c-series Alkaline Wash

58236 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 Wieshaden, Germany

Authorized Representative SRN

DE-AR-000009457

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

Fisher Diagnostics
8365 Valley Pike
Middletown, VA 22645 USA

Conformity Assessment Procedure

Annex II and ITK

We, the undersigned, hereby declare that the in vilro 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 April2017 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: _Kevin Richardson Full Name: Melissa Vaughan
Function: Director Good Manufacturing Practices Function: Director Regulatory Affairs
[
Signature; M’ Signature: Z Ll éfé LD l/ﬂ{%# (i {Z
Date of Approval: /9 - APl =208 Date of Approval: (90" MOY - 20&5
Abbott Laboratories
Signed for, and 1915 Hurd Drive
on behalf of: _Irving, TX 75038 USA
Date Issued: CQ-D' N{)Y - Q,é) 3..6 Place Issued: Irving, Texas
Effective (Date
Supersedes: _20-July-2023 or Lot Number): (90 - NW "&'09’6

Page1o0f 8
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Abhott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO00ZFQ
Basic UDI-DI Name: Alinity c-senies Detergent A
Risk Class: Class A

List Number Product and Trade Name GMDN Code EMDN Code

and Size Code
08P9670 Alinity c-series Detergent A 59058 Ww0201010185

Manufacturer
(Name and Address)

Abbott Laboratories

1915 Hurd Drive
Irving, TX 75038 USA

Manufacturer SRN

US-MF-000017777

Authorized Representative
(Name and Address)

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

Authorized Representative SRN

DE-AR-000009457

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

Sekisui Diagnostics P.E.L. Inc,

70 Watts Avenue

Charlottetown, Prince Edward Island
CI1E 2B9 Canada

Conformity Assessment Procedure

Annex Il and Il

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: Kevin Richardson Full Name: Melissa Vaughan
Function: Director Good Manufacturing Practices Function: Director Regulatory Affairs
Signature: Signature:
Date of Approval: /? ~ ANOY - 2028 Date of Approval; 9{3 . MQ'_V - 9-09-
Abbott Laboratories
Signed for, and 1915 Hurd Drive

on behalf of:

Irving, TX 75038 USA

Date Issned:

20-Noy -

HIH5

Place Issued: Irving, Texas

Supersedes:  20-July-2023

Effective (Date
or Lot Number):

20-Nov ~3035
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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
(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.EI. Inc.

70 Watts Avenue

Charlottetown, Prince Edward Island
CI1E 2B9 Canada

Conformity Assessment Procedure

Annex 11 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. 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: Kevin Richardson Full Name: Melissa Vaughan
Function: Director Good Manufacturing Practices Function: _Director Regulatory Affairs
Signature: % WL Signature:
Date of Approval; / - - L2224 Date of Approval: c,?]-' NOV . 39
Abbott Laboratories

Signed for,and 1915 Hurd Drive

on behalf of:

Irving, TX 75038 USA

Date Issued:

M - Nov - 2035

Place Issued: Irving, Texas

Supersedes: 23-May-2022

Effective (Date
or Lot Number):

2 -PNov = JOXS~
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Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074DALO003ES
Basic UDI-DI Name: Alinity ci-series Sample Cups
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
01R3801 Alinity ci-series Sample Cups 56676 W0201020185
Manufacturer | Abbott Laboratories
{Name and Address) | 1915 Hurd Drive
Irving, TX 75038 USA
Manufacturer SRN | US-MF-000017777
Authorized Representative | Abbott GmbH

{Name and Address) | Max-Planck-Ring 2
65205 Wiesbaden, Germany

Authorized Representative SRN | DE-AR-000009457

Produced by (Site of Manufacture) | Nypro Chicago
{Name and Address) | 955 Tri-State Parkway
Gurnee, IL 60031 USA

Conformity Assessment Procedure | Annex II 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 and is issued under the sole responsibility of the manufacturer.

Thomas Creel Melissa Vaughan
Full Name: Full Name:
Sr, Director, Instrument and Automation Director Regulatory Affairs
Function: Quality Function:

|
Signature: m G,UJ-/é

Signature: LVVU,UM&[ WL&VL/
Date of Approval: /'f -~ J’“&j _;‘0,;16, Date of Approval: / J) - J U,Z LI/ — }ﬁ' 5—’
Signed for, and

on behalf of: Ao Ldbdfﬁ/@f’f\lojf 415 #L/fGIOF'. /fV//?a X 72038 MS)A‘

e Abbott Laboratories
Date Issued: {3-— 5 ! (A Z;y — 90&5
17 Nov, 2022

Place Issued: 1915 Hurd Drive, Irving, TX 75038
Supersedes:

Effective (D ,
or Lgftlil‘fmb::rt)? / ? - \JC{LL}/ -~ 9026—
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EU Declaration of Conformity

Basic UDI-DI: (038074DALO00O3FS
Basic UDI-DI Name: Alinity Reagent Replacement Caps
Risk Class: Class A
List Number Product and Trade Name GMDN Code EMDN Code
and Size Code
04R4701 Caps Alinity Reagent 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)
(Name and Address)

Abbott Laboratories
Abbott Park, Illinois 60064 USA

Conformity Assessment Procedure

Annex IT 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 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 and is issued under the sole responsibility of the manufacturer.

Thomas Creel Melissa Vaughan

Full Name: Full Name:

Sr. Director, Instrument and Automation
Function:  Quality

) p
Signature: V%?W (BM

Signature: - 41 l/
Date of Approval: 5~ j;‘«lj' "‘?09'5 } ? - \.J{/l [bll - 08 S’-
Signed for, and

on behalf of: tﬂdOhO'H' Lﬁbafﬂ‘h)rt‘ Pj; )ﬁ[[g‘ }-h’“’d Dr‘: /’/V/% .‘ T/V 75038 H-CA'
Date Issued: [? "QJU_ ! L‘f — Q’O 2—‘8—— Abbott Laborateries

Director Regulatory Affairs
Function:

Date of Approval:

Place Issued: 1915 Hurd Drive, [rving, TX 75038
17 Nov, 2022 Effective (Date
Supersedes:

or Lot Number): [?' &)M[% - éoag
{



EU Declaration of Conformity

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

038074ACT0483K5
Alkaline Phosphatase2
Class B

List Number
and Size Code

Product and Trade Name GMDN Code EMDN Code

04T8320

Alkaline Phosphatase2 W01010105

52929

04T8330

Alkaline Phosphatase2 Wwo01010105

52929

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)
(Name and Address)

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

Notified Body
(Name and Identification Number)

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

Conformity Assessment Procedure

EU Certificate No.
No. V12 054869 0013

Quality Management System
Annex IX Chapters I and I11,

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: /l. Mo Qﬂa (JJP h— Signature: __ 3. G:-J%:;f Zc/
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: s - 08 - Lo Place Issued: {.;muck, Longford, Co. Longford,
Supersedes: N/A ofmﬂm lb- 0cC - Loy

Page1of1
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_Abbott
EU Declaration of Conformity
Basic UDI-DI: 038074ACT0499K L
Basic UDI-DI Name: Lactate Dehydrogenase?2
Risk Class: Class C
List Number Product and Trade Name GMDN Code | EMDN Code
and Size Code
0479920 Lactate Dehydrogenase2 53072 W01010119
04T9930 Lactate Dehydrogenase2 53072 w01010119
Manufacturer | Abbott Ireland
(Name and Address) | Diagnostics Division
Lisnamuck, Longford
Co. Longford
Ireland
Manufacturer SRN | IE-MF-000010070
i Authorized Representative N/A
(Name and Address)
Authorized Representative SRN | N/A
Produced by (Site of Manufacture) | Abbott Ireland
(Name and Address) | Diagnostics Division
Lisnamuck, Longford
Co. Longford
Ireland
Notified Body | TUV SUD Product Service GmbH,
(Name and Identification Number) | RidlerstraBe 65, 80339 Munich, Germany
Notified Body Number 0123
Quality Management System EU Certificate No.
Cont A b 4 Annex IX Chapters I and III,
onformity Assessment Procedure | Including an assessment of the technical
documer%tation for devices concerned on the basis of No. V12054869 0013
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: _ Joe Murray Full Name: _ Rosemary McEntire

Function: _ Director Quality/Site Quality Head Function: _ Agsociate Director Regulatory Affairs

Signature: é‘—"\}\b*#/) Signature: N\! "'k"Q.} (—_\-&h\&;&_

: 0 C
Date of Approval: \ ‘5 O (_k "7’0"-?/ 5 Date of Approval: \ L% L)C)( &0(8\
Signed for, and on
behalf of: _ Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co. Longford Ireland
Date Issued: \% 0k 2025 Place Issued: _ Lisnamuck, Longford, Co. Longford, Ireland
Effective (Date
Supersedes: 14 Dec 2021 or Lot Number): (%0 (k oz s

Page 1 of 10
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Abhott

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

EU Declaration of Conformity

038074DAL0003FS

Alinity ci-series Calibrator/Control Replacement Caps

Class A

List Number
and Size Code

Product and Trade Name

GMDN Code

EMDN Code

04R1001

Alinity ci-senes Calibrator/Control Replacement Caps 56676

W0201020185

Manufacturer
{(Name and Address)

Abbott Laboratories
1915 Hurd Drive
Trving, TX 75038 USA

Manufacturer SRN

US-MI-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)

Abbott Laboratories
Abbott Park, II. 60064 USA

Conformity Assessment Procedure

Annex 11 and I

We, the undersigned, hereby declare that the in vitro diagnostic medical device(s) described above conform with the applicable
provisions of the Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on In Vitro Diagnostic
Medical Devigces; and additionaily conforms applicable provisions of Directive 2011/65/EU of the European Parliament and of the
Coungil 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 I of the Machinery Directive and is issned under the sole responsibility of the
manufacturer.

Full Name: Thomas Creel Full Name: Amanda Peoples

Sr. Director, Instrument and Automation

Function: _Quality Function: Projget Manager, Regulatory Affairs

) , a1
'{ L LA
v AW V.

Date of Approval: / q' /U oV 26272

Signature: |/ Signature:

123 Mov 2022

Date of Approval:

Signed for, and on  Abbott Laboratortes, 1915 Hurd Drive,
behalf of: Irving, TX 75038 USA

Date Issued: filf‘" ;’ﬁb' v - 9{, 91 Place Issued: Irving, Texas

Effective (Dat
o 17 Pov - P02

Supersedes: (3 September 2022 or Lot Number):




SENTINEL

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

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

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

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

EDMA: 12.11.01.09

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

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

EDMA: 12.11.01.09

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

3. € progettato, fabbricato e immesso in commercio nell’ambito dell'applicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

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

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

Date / Data

Un Légale Ra fesentante S /O‘é /,Z_; A4

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

sentineldi:



SENTINEL

EC DECLARATION OF CONFORMITY

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

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

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

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

EDMA: 12.50.03.13

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA' CE

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

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

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

EDMA: 12.50.03.13

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

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

/ Filippo/ De Luca
/ f

f [

/
/' IS0 9001:2008 - I1SO 13485:2003 - EN ISO 13485:2012 - ISO 13485:2003 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2004

v.sentinel



SENTINEL

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

EC DECLARATION OF CONFORMITY

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

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

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

EDMA: 12.50.03.13

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE

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

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

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

EDMA: 12.50.03.13

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

3. e progettato, fabbricato e immesso in commercio nell'ambito dellapplicazione di un sistema qualita
aziendale dichiarato conforme e certificato secondo le norme vigenti cosi come descritto dall’Allegato I1I della
Direttiva.

Il fabbricante dichiara inoltre di:

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

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

/
Sentine} CH. Sp Date / Data

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

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

sentineldi



SENTINEL

DIAGNOSTICS

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

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

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

REF: 07P5621 Description: Alinity ¢ CRP Vario Reagent Kit
EDMA: 12.11.01.09

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

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE
per dispositivo medico diagnostico /in vitro (IVD) - Direttiva 98/79/CE

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

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

EDMA: 12.11.01.09

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA | Date / Data

A Legal Represent/a’tive

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

Ugo De Luc?‘
74

/
/
/

/
/

IS0 9001:2015 -~ ISO 13485:2016 & EN ISO 13485:2016 - IS0 13485:2016 CMDCAS - BS OHSAS 18001:2007 - ISO 14001:2015
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Mod. 98 - Rev.4 - Data:03/09/2013

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

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

REF: 07P5624 Description: Alinity c CRP Vario Reagent Kit
EDMA: 12.11.01.09

complies with all the essential requirements listed in Annex I of the 98/79/EC Directive, as prescribed in Annex
I1T of such Directive and its Italian transposition (legislative decree nr. 332/2000).

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

1. complies with the applicable provisions of the Directive

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

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

Furthermore, the manufacturer declares to:

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

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

DICHIARAZIONE DI CONFORMITA’ CE
per dispositivo medico diagnostico Jin vitro (IVD) - Direttiva 98/79/CE

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

REF: 07P5624 Descrizione: Alinity ¢ CRP Vario Reagent Kit

EDMA: 12.11.01.09

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

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

1. soddisfa le disposizioni applicabili della Direttiva

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

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

Il fabbricante dichiara inoltre di:

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

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

Sentinel CH. SpA Date / Data
A Legal Representative ‘
Un Legale Rappyésentante riz\W2\2e\R

Ugo De Luéa /
= ;/ f/' z{’(ﬁf/l_,.

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

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



DRC-726

I | CE DECLARATION OF CONFORMITY
v BIOklt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

Manufacturer: BIOKIT, S.A.
Hersteller Fabricante Av. Can Montcau, 7
Fabricante Producent 081886 Llica d’Amunt
Fabricant Tillverkare Barcelona

Produttore Karaokeuaoric Spain

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

Biokit erkldrt, dass die aufgefiifhrten Produki(e) mit den Bestimmungen der angegebenen EU-Richtiinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

Biokit doclara por la presente que los produclofs) abajo mencionados, estén conformes con las directivas y normas Europeas
identificadas en esta declaracién.

Biokit déclare par la présente, que le(s) produit(s) sous-mentionné(s), est (sont} conforme(s) aux directives el normes Eurapéennes
identifibes dans cefte déclaration.

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

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

Biokit erklasrar herved, at det (de} nedenfor anfarte produki(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfert i denne erklzering.

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

H Biokit pe To mapdv dnAwver ot TO TPCIGV(—TA) MOV GVapEPOVIa) KOTWTEPW CUULOHpWOvOVTl pE Tav obnyia T Eupwmaikic
Evworng kar ra TpdTuITa Tou TrapariBeviar oy mapouoa ShAwon.

EU Directive:
EU-Richtlinie Direcliva UE Directive Européenne Direltiva Europea Direcliva UE EU-Direktiv EU Direktiv Odnyia EE

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

Standard(s):

Normen und Richtlinien Estandar(es) Norme(s) Norma(e) Padréo/Padrées Standard(er) Standard{er) Mporumo(-a)

SO 13485




W\ Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5
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Page 2 of 2

Notified Body:

Benannte Stelle Organismo Notificado Organisme Notifié  QOrganismo Notificato Organismo Nolificado Teknisk Kontroflorgon
Anméit Organ Kowomoimuévos Opyaviaudc

Name: Other Devices Code: N/A

¢ Certificate N°. N/A

Product(s):

Annex Il

Produkt(e) Producto(s) Produit(s) Prodotfo(i) Produto(s) Produkt(er) Produkt(er) Hpotbv(-ma)

Product(s)
Produktfe)
Producto(s}
Produil(s
Prodotto(i)

Produto(s}
Produkt{er)
Produkt{er)
Mpoiov(-ta)

P/N

01R0620

Alinity ¢ ASO Reagent (300 test)

01R0630

Alinity c ASO Reagent (780 test)

01R0601

Alinity c ASO Standard

(_\

\

Aot 204 201

Signature
Pau Planas
CEQ

Biokit, S.A

\

Date




DRC-726

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

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

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

Produttore Karagkevaoric Spain

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

Biokit erkidrt, dass die aufgefihrten Produkt(e) mit den Bestimmungen der angegebenen EU-Richilinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

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

Biokit déciare par Ia présente, que fe(s) produit(s) sous-mentionné(s), est (sonf) conforme(s) aux directives et normes Européennes
identifiées dans cette déclaration.

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

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

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

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

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

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

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

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

ISO 13485




W' Biokit

A Werfen Company

DRC-726
CE DECLARATION OF CONFORMITY

Edition &6

P-172 Page 2 of 2

Notified Body:

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

Name: Other Devices Code: N/A

e Certificate N° N/A

Product(s):

Annex Il|

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

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

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

P/N

01R1622

Alinity ¢ RF Reagent Kit (400 T)

01R1632

Alinity ¢ RF Reagent Kit (920 T)

01R1601

Alinity ¢ RF Standard

fgusty i 2o

Signature  \
Pau Planas
CEOQO

Biokit, S.A

Date




DRC-726

% I i CE DECLARATION OF CONFORMITY
v;. BIOkIt Edition 5

A Werfen Company P-172 Page 1 of 2

C € DECLARATION OF CONFORMITY

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

Produttore Karagrevaorris Spain

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

Biokit erkldrt, dass die aufgefiihrten Produkt{e) mit den Bestimmungen der angegebenen EU-Richilinien und mit den aufgefiihrien
normativen Dokumenten in Ubereinstimmung sind.

Biokil deciara por la presente que los producto(s) abajo mencionados, estdn conformes con las direclivas y normas Europeas
identificadas en asta daclaracion.

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

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

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

Biokit erkleerer herved, at det (de} nedenfor anfprte produkt(er) er i overensstemmelse med de EU-direktiver og standarder, der er
anfort i denne erklzering.

Biokit bekréftar hdrmed att nedan uppréknade produki(er) dr férenlig(a) med de EU-direkliv och standarder som identifieras i denna
dsklaration

H Biokit pe ro mapév dnAwver 6T ro TTROIBV(—Ta) MOU avOREDOVTO! KATWTENW CULLIOPQEWVOVTMN UE TV odnyia e Eupiraikhic
Evwone xai Ta TpoTura ou mapati@evray atnv magoioa dfAwon.

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

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

Standard(s):

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

SO 13485




¥\ Biokit

A Werfen Company

CE DECLARATION OF CONFORMITY

DRC-726

Edition 5

P-172

Page 2 of 2

Notified Body:

Benannte Stefle Organismo Nolificado QOrganisme Notifié  Organismo Notificato Organismo Nolificado Teknisk Kontrollorgon
Anméit Organ Koivorromnpévos Opyaviauos

Name: Other Devices Code: N/A

e Certificate N9 N/A

Annex Il

Product(s):
Produki(e) Producto(s) Produit(s) Prodottofi) Produlo(s) Produkd{er) Produki(er) Hpoidvi-ta)
Product(s)
Produki(e) Produto(s)
Produclo(s) Produkt(er)
Produit(s Produkt(er)
Prodotto(i) Hpoidv{-ra)
P/N
0480910 Alinity c ASO-RF Control |
0450911 Alinity ¢ ASO-RF Control I

Aecust 20 200%

Signature
Pau Planas
CEO

Biokit, S.A

Date




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

DC026 Rev 06 DC-EU
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