
 

 

 

CERTIFICATE 

 
The Certification Body 

of TÜV SÜD Management Service GmbH 

certifies that 

 

Abbott Ireland Diagnostics Division 
Lisnamuck - Longford 

Co. Longford  
Ireland 

has established and applies 
a Quality Management System for 

Design, development, and production of  
reagents and software for in vitro diagnostic use.  

Design, development and manufacture of in  
vitro diagnostic test kits and reagents for clinical chemistry. 

An audit was performed, Order No. 707120365. 

Proof has been furnished that the requirements 
according to 

ISO 9001:2015 

are fulfilled. 

The certificate is valid from 2020-09-01 until 2023-08-31. 

Certificate Registration No.: 12 100 60456 TMS. 

 

 

  

 
Product Compliance Management 

Munich, 2020-09-08 

 

 

 



Certificate
No. Q5 054869 0011 Rev. 00

Page 1 of 1
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Holder of Certificate: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Certification Mark:

 

Scope of Certificate: Design, development, and production of reagents and 
software for in vitro diagnostic use. 
Design, development and manufacture of in vitro 
diagnostic test kits and reagents for clinical chemistry.

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 054869 0011 Rev. 00  

Report No.: 713189547

Valid from: 2020-09-01
Valid until: 2023-08-31

Date, 2020-08-27 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20054869%200011%20Rev.%2000%C2%A0


C E R T I F I C A T E
No. QS6 054869 0012 Rev. 02

Page 1 of 2
Date of Issue: 2020-09-01

( Tina Israel )
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. � 10 Centennial Drive Ste 207 � Peabody, MA 01960 USA � www.tuvsud.com

Certificate Holder: Abbott Ireland Diagnostics Division
Lisnamuck
Longford
Co. Longford
IRELAND

Certification Mark:

 

Scope of Certificate: Design, Development and Manufacture of In-Vitro Diagnostic 
Test Kits and Reagents used in the Diagnosis of Prenatal 
Screening, Disease Status, Cardiatic Markers, Protein 
Metabolism, Endocrine Disorders, Renal Dysfunction, 
Fertility Testing, Pregnancy Testing and for Therapeutic 
Drug Monitoring

Standard(s): ISO 13485:2016

Regulatory Authority(ies): Australia TGA, Brazil ANVISA, Health Canada, USA FDA, 
MHLW / PMDA. See attached for listing of specific 
regulatory requirements.

The Certification Body of TÜV SÜD America Inc. certifies that the quality management system of the 
manufacturer listed above has been audited against the stated criteria and found to conform to those 
criteria for the scope of certification listed. Validity of this certificate can be obtained by visiting the 
website www.tuvsud.com/ps-cert
TÜV SÜD America Inc. is an MDSAP Recognized Auditing Organization.

DUNS No: 98-996-4119

Effective Date: 2020-09-01

Expiry Date: 2023-08-31

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS6 054869 0012 Rev. 02

Page 2 of 2
Date of Issue: 2020-09-01

( Tina Israel )
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. � 10 Centennial Drive Ste 207 � Peabody, MA 01960 USA � www.tuvsud.com

Regulatory Requirements: Audit/Certification Criteria

Australia
  Therapeutic Goods (Medical Devices) Regulations 2002
- Schedule 3, Part 1 (excluding Part 1.6) – Full Quality 
Assurance Procedure 

Brazil
- RDC ANVISA n. 16/2013 
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009 

Canada
- Medical Device Regulations – Part 1- SOR 98/282

Japan
- MHLW Ministerial Ordinance 169, Article 4 to Article 68
- PMD Act 

United States
- 21 CFR Part 803 
- 21 CFR Part 806 
- 21 CFR Part 807 – Subparts A to D
- 21 CFR Part 820 

Facility(ies): Abbott Ireland Diagnostics Division
Lisnamuck, Longford, Co. Longford, IRELAND

Facility Scopes: Design, Development and Manufacture of In-Vitro Diagnostic Test 
Kits and Reagents used in the Diagnosis of Prenatal Screening, 
Disease Status, Cardiatic Markers, Protein Metabolism, Endocrine 
Disorders, Renal Dysfunction, Fertility Testing, Pregnancy Testing 
and for Therapeutic Drug Monitoring
DUNS No: 98-996-4119

http://www.tuvsud.com/


Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: FM 743464
and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro
Diagnostic Products including Test Kits, Reagents, Accessories and Instruments.

 

For and on behalf of BSI:
Andrew Launn, EMEA Systems Certification Director

Original Registration Date: 2018-10-12 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-12 Expiry Date: 2022-04-12

Page: 1 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f10%2f2021&Template=uk


Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park
675 North Field Drive
Lake Forest
Illinois
60045
USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center
Route 41 & Martin Luther King Drive
North Chicago
Illinois
60064
USA

Distribution of In Vitro Diagnostic Products including Test
Kits, Reagents, Accessories and Instruments.

Certificate No: FM 743464

Location Registered Activities

Original Registration Date: 2018-10-12 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-12 Expiry Date: 2022-04-12

Page: 2 of 2
This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f10%2f2021&Template=uk


-rE.'
Abbott

Certifi cate Identitication:
Legal Manufacturer's Name:
Legal Manufacturer's Address:

Declaration of, Conformitv
7Ds6

Abbott Laboratories Diagnostics Division
Abbott Park, lllinois 60064 USA

List Numbers and
Size Code of
Devices

GMDN
Code Names and Description of Devices Classification

7D56-21 52925 Alanirre Aminotransferase Self-decla red

Authorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbnden' Gsrmany

Storage site of techn ical
documentation (name and addressl Abbott Laboratories, l9J,l Hurd Drive, Irving, Texas 7503g
Harmonized Standards Listed in the Technical Documentation

We declare that the in vitro dia described above and bearingthe th the applicable provisions 79lEC of the EuropeanPar il of 27 October 1998 on In al Device s 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 soleresponsibility of the manufacturer.

Signature:

Full Name:

Position:

Date of Approval:

Signature:

Full Name;

Position;

Date of Approval:

Date Issued:

Place Issued:

Supersedes:

Assoc, Di rector Regulatory Affairs

F-SEtr- ze/j

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

_September3,2015

lfilfJ#" "' -t:.:,st f -€cs t Z



E}
Abbott

Declaration of Conforrnity
?D8 |

Abbott Laboratories Diagnostic Division

Abbott Park, Illinois 60064 USA

AbbotrGubH & Co. KG
Max-Planok-Ring 2

Wiesbaden

We, the undersigned. heroby declare that the in vitro diagnostic medioal devices described above and bearing
the CE marking, conform with the applicable provisions of tho EC Directive 98/79tEC of the European

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

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

responsibllity of the manufacturer.

Certillcgte ldentiflcatlonr
Legal Manufacture r's Nsme:

Legol Manufacturer'$ Add ress:

[,ist Numbers and
Slze Code of Devices

GMDN
Code Narnos and Descriptlon of Devices Clrsslfication

7D&l-2r 52954 Aspartate Aminotransferase Self-declared

Authorized European
Represeutative (nrme and address)

Abbof Laboratories, I92l Eurd Drive. Irving, 'I'exas 75038

&n,* 0^tl sisnet."e:

Date orApproval: l5:A +' ?tt 8

Signature:

Full Name:

Position:

Thomas Creel

I)irector, Site QA

Full Name:

Position:

Date of dppmval:

Dat€ Issued:

Assoc- Director Rogulatory Affairs

/ {* tr:T - 2or,7

/g-c{'.v -Zur S'

Abbott Laboratories
1921 Hurd Drive

Place Issued: Irving, TX 75038

Supersedes;

Effective (Date or
LotNumber):

0E-SEP.20 | 7

/S-e'\ f- zlrtf



-rl- | Abbott

Certifica te Identifi cation :

Legal Manufacturer's Name:
Legal Manufacturer,s Address:

Signature:

Full Name: Diana Romero

Position: Director euality Assurance

DateofApprovaf: 224"74Y' z0 / 7

Declaration of C onformitv
DoC-ZDJJ-SD DELK
Abbott GmbH & Co. KG
Max-Planck-fu ng 2, 65205 Wiesbaden, Germanv

Signature:

Full Name ;

Position:

re rnat Ine ln vlro olagnostlc mectlcal clevices described above and bearine
applicable provisions of the EC Directive ggl79/EC of the Euronean
7 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 soleresponsibility of the manufacturer,

Assoc. Director Regulatory Affairs

Date of Approval; '42:4A- Zo / 7
Date Issued;

Place Issued:

Supersedes:

Effective (Date or
Lot Number):

?t -z:7t.E-y, Zo t V __

65205 Wiesbaden, Germany

Not applicable

2 7. ^t'*24)z^ Zo 1 7

List Numbers and
Size Code of Devices

GMDN
Code

Names and Description of Dcvices ClassificaJion

7D55-22 52929 Alkaline Phosphatase Self-declared
7D55-32 52929 Alkaline Phosphatase Self-declared

Authorized European
Representtfive iname and nddrarsl

N/A

Storag€ site of technical
docunlerntation frtnme and saldressl

Abbott Laboratories. 192 I Hurd Drive, Irving, Texas 75038, USA,

Harmonized Standards Listed in the Technical Documentation

wn rh* rr'ra*i;'-; L"'*L' ' '^-'^re that the in vitro diagnostic medical devices described above and beari



BBOTT

Certifi cate fden ti fication :

Legal Manufacturer's Name:

Declaration of Conformitv
7D53

Th
ma

the undersigned, hereby declare that the in vitro diagnostic medical devices described abovc and bearing the CE
ing, conform with the applicable provisions of the EC Directive 981'79lEC of thc European Parliarnent and of thc

ncil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into tlre lalvs of the menrbcl
"Jeclaration 

is made in $ccordance with Anuex III of the IVD Directive and is issucd under the sole responsibility of the
ufacturcr.

Signature:

Full Name:

Position:

ofApproval:

Date Issued:

Diana Romero

Site Director, Quality Assurance

7-g- 2e/,f
?" S -zalf,

Signature:

Full Namc:

Position:

Date of Approval;

Place Issued:

Etfective (Date or
Lot Number):

Mark l-ittlefield

Associate Director, Regu latoly A ffairs

q4*utrd
Abbott Labolatolies
1921 Ilurd Drive
Irving, TX 75038

?*3-&/f,Supersedes: November. 5,2014

Names and Description of Devices

Authorized European
Representative

ame and Address

Abbott
Max-Planck-Ring 2

Storage site of technical
docunrentatiol

(Name and Addrcss)

Abbott
1921 HurdDrive
Irving, TX 75038

Department - Regulatory Affairs

Listed in the Technical Documentation



Declaration of Conformitv
7D58Certifi cate Iden tifi cation :

Legal Manufactu r.er's Name: Abbott Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

8l79lEC of tire Europeatr Parliarnent and of thc

Signature:

Date Issued:

Supersedes:

A/hr^ Go,nto
Diana Romero

Site Director', Quality Assurance

V*3 - zct/{

7-3- zo/{
November 5,2014

Fnll Name:

Position:

Date of Approval;

Place Issued:

Effective (Date or'

Lot Nunrber):

Associate Dilector, Rcgulatory Affairs

?-3*z*ts-
Abbott Laboratories
1921 Huld Drive
Irving, TX 75038

<f -s* /o/s-

I
A

st Numbers
d Size Code
of Devices

GMDN Code Names nnd Description of Devices Classification

7D58-21 52941 Amylasc Self-declared

Authorizcd European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
docurnentation

(Name and Address)

Abbott
l92l Hurd Drive
Irving, TX 75038

Departrnent - Regulatory Affairs

Harmonized Standards Listed in the Teclnical Documentation

Wt
l11a

the undersigr
:ing. conforn

red, heleby declare that the irt vitro diagnostic medical devices desclibed abovc and bearing the CE
L witlr the aonlicable ntovisions of the EC Directive 98f19/FC. nf flre F-rrrnnenrr Parliarnerrf nnd nf rlr

Mark Littlcficld



Certilicate Identifi cation :

Lega I Manufacturer's Name:

Legal Man ufacturerts Address:

Declaration of Conformitv
7D81

Abbott Laboratories Diagnostics Division

Abbott Park, lllinois 60064 USA

ListNumbers and
Size Code of
Devices

GMDN
Code

Names and Description of Devices Classification

6L45-21 s3229 Total Bilirubin Self-declared

6L4541 53229 Total Bilirubin Self-declared

Authorized European
Repfcaefltstfve (name and address)

Storage site of technical
documentation

Abbon GmbH & co. KG

Max-Planck-Ring 2

65205

AbbottLaboratories, l92l Hurd Drive, lrving, Texas 75038

Listed in the Technical

We, the undersigned, hereby declare that the in viho diagnostic medical devices dpsoribed above and bearing
the CE marking, conform with the applicable provisions of the EC Directive 98/79tEC of the European
Parliament and of the Council of 27 October 1998 on In Vitro Diaenostic 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:

Full Name:

Position:

Thomas Creel

Director, Site QA

Signature:

Full Name:

Positionr Assoc. Director Regulalory Affairs

Date of Approval: l- -''* 'ftrlf 
- 

Date of Approval: /rd-CU:Z'- ?t'i il

/i{- tz;-7- ZlWDate Issued:

Place Issued:

Supersedes:

Effective @ate or
LotNumber);

Abbott Laboratories
1921 Hurd Drive
lrving, TX 75038

September 8,2017



-rEf
Abbott

Certificate tdenti fi cation :

Legal Manufacturer's Name:

Legal Manufacturer's Ad dress:

Declaration of Conformitv
8G63

Abbott Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

List Numbers and
Size Code of
Devices

GMDN
Code Names and Description of Devices Classification

8G63-21 53236 Direct Bilirubin Self-declared

Authorized European
Representative (name and address)

Abbott GmbH & Co. KG
Max-Planck-Ring 2

65205 Wiesb-aden; Germany -Storage site of tcchnical
dogumentation (name and address)

Abbott Laboratories, 192 I Hurd Drive, Irving, Texas 7503g

Harmonized Standards Listed in the Technical Documentation

Y",_4t undersigned, hereby declare that the in vitro dia described above and bearing
lhe CE marking, conform with the applicable provisions j9/EC of the European
Parf iament and of the Council of 2j October l99g on In al 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 manutacturer.

Signature:

Full Name:

Position:

Date of Approval:

Signature:

Full Name:

Position:

Date of Approval:

Date lssued:

Place lssued:

Supersedes:

Mark Littlefield

Assoc. Di rector Regulatory Affai rs

.ff:.f>'=./^- zo t 7
Abbott Laboratories
l92l Hurd Drive
Irving, TX 75038

_September 3,2015

Effective (Date or
LotNumber); 8- r5'5-r'^ 1tt i 7



Declaration o f Conformitv
Certificate Identification :

Legal Manufacturer's Name: Abbott Laboratories
Diagnostics Division
Abbott Park, Illinois 60064 USA

L ist Numbers
rd Size Code
of Devices

GMDN Code Nacnes and Deseription of Devices Classifrcation

tE66-04 41830 Bilirubin Calibrator Self-declared

Authorized European
Representative

(Narne and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Ge

Storage site of technical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affairs

tr{armonized Standards Listed in the Technical Documentation

w(
ma

Co
sta
Th
ma

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

declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of (he
ufacturer.

Sigrature: Signature: 
"'

Full Name: Diana Romero Full Name: Mark Littlefield {,
Position

Dalf of ARRroval

Site Director, Quality Assurance

November 5,2014

November 5,20),4

September 28,2006

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Mark Littlefleld {..'

Associate Dircctor, Regulatorl,,{ffai15

November 5,2014
Abbott Laboratories
l92l Hurd Drive
lrving, TX 75038

Novernber 17,2014

Date Issued:

Supersedes:



DaJe of Alproval:

fate 

tssued:

Supersedes:

November 5,2014

{/* r- ?* E{
December 31,2012

Declaration of Conformitv

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

November 5,2014
Abbott Laboratolies
192 I Hru'd Drive
Irving, TX 75038

November 17,2014

Certifi cate [dentifi cation :

Legal Manufactu rer's Narne:
3L79
Abbott Laboratories
Diasnostics Division

-
L
8[

ist Numbers
rd Size Code
of Devices

GMDN Code Names and Description of Devices C!assification

3L 9-21;3L'79-31;
3L79-41 45789 Calcium Self^declared

Authorized European
R.epresentative

(Name and Address)

Abbott
Max-Planck'Ring 2
65205 Wiesbaden; Germany

Storage site of technical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
hving, TX 75038

Depaltment - Regulatory Affairs

llarmonized Standards Listed in the Technical Documentation -l
Wr
ma

Co
sta
Th
ma

the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE
king, conform with the applicable provisions of the EC Directive 98/79lEC of the European Parliarnent and of the
ncil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposecl into the la,uvs of the member
ts.

declaration iis made in accordance with Annex III of the IVD Directive and is issued under tlte sole responsibilitv of the
ufacturer.

Signature:

Full Name: Diana Romcro

Position: Site Director, Quality Assurance

Signature:

FullName: Mark Littlefield {'
Position: Associate Director, Regulatory Affairs



ffi
Abbott

Certifi cate Identifi cation :

Legal Manufacturer's Name:
Legal lVlanufacturer t s Add ress :

Declaration of Conformitv
?D62

Abbott Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

List Numbers and
Size Code of
Devices

GMDN
Code Names and Descriptlon of Devices Classification

7D62-2r s3362 Cholesterol Self-deolared

Authorized European
Representative (name and address)

Abbott GMbH & CO, KG

Max-Planck-Ring 2

65205 Wiesbsden, Gernri
Storage site of technical
documentation (name and address) Abbott Laboratories, 192 I Hurd Drive, Irving, Texas 7503g

Harmonized Standards Listed in the Technical Documentation

declare that the in vitro diagnostic medical devicss described above and bearins
hthe applicableprovisions of the EC Directive gB/7grEC of the European
I of 27 october 1998 on In vitro Diagnostic Medicar Devices as they are

transposed into the laws of the member states.
This declarntion is made in accordance with Annex III of the IVD Directive and is issued unrler the solc
responsibility of the rnanufacturer,

Signature:

Full Name:

Position:

Date of Approval:

Signature:

Full Name;

Position: Assoc. Director Regulatory Affairs

DareofApprovar: -#;'g/"- 
g&l 7

Date Issued:

Place Issued:

Supersedes:

Effective (Date or
Lot Nurnber):

E*St:l--zot Z_**
Abbott Laboratories
192 I Hurd Drive
Irving, TX 7-5038

9-3-2,015

-Y,-S H-:-8,Q..1 7-

Mark Littlefield



SHNTTNELF r {" ri.i I'i i} :l .a : il :;

OF,CONFORMITY
vices (IVD) - Directive 9B/79/EC

premises in Milan, Italy - Via Robert Koch 2,
amed as "kits for clinical chemistry and
for immunology and serology" declares, under
es comply with all essential requirements listed
cribed in Annex IIl of such Directive and its

ftalian transposition (Legislative Deree nr, 322/ZO0O).

[t therefore declares and assures, under y, that the devices:
1. comply with the applicable provis
2. are not included in the list A and Directive
3. are designed, manufactured and placed on the market according to the company

certified quality systern, in compliance with ISO 9001 and ISO 13485 as per indication
expressed in Annex III of the Directive.

I CONFORMITA CE
in vlto IVD) - Direttiva 9B/79/CE

no, Italia - Via Robert Koch 2, fabbricante dei
ata "kit per chimica clinica, immunochimica,
rologia" dichiara sotto la propria responsabilita

isiti essenziali applicabili richiesti dall'Allegato I
l?llegato III della medesima Direttiva e sLlo
00).

a responsabilitir che i dispositivi:
Direttiva
gato III della Direttiva
commercio nell'ambito dell'applicazione di un

conforme e certificato secondo le norme ISO
egato III della Direttiva,

OKZO-JU UKP VATIO
6K26-4L CRP Vario
6K26-10 CRP Calibrator Set
6K26-12 CRP Calibrator WR
6K26-L4 CRP Catibrator H$
6K26-21 CRP Control HS
6KB9-30 Ammonia Ultra
6K91-30 Ceruloplasmin
4P79-30 UIBC Liquid
BL24'31 Creatinine (Enzymatic)
8124-41 Creatini ne (Enzvmatic)
8125-30 Lithium
6K89-20 Ammonia Controls
6K30-10 Clin Chem Cal
6K31-10 Plasmaproteins Cal 3x
1P93-30 Cystatin C
1P93- 10 Cystatin C Calibrator

P - IS.0 :.,:S${;?fr04



SKNY$NffiK.-

Code/Codice Product Description/ Nome prodotto
I P93- 20 Cvstatin C Control Set
6K25'1 0 CK-MB Calibrator
6K25-20 CK-MB Control
6K30-20 Clin Chem Control 1

6K30-21 Clin Chem Control 2
6K32-20 Immuno Control 1

5K32-27 Immuno Control 2
6K32-22 Immuno Control Set
6K90-20 Be Acids Controls
6K98- 10 Fructosamine Ccrntrol 1

6K98-20 Fructosamine Control 2
4P80-30 Lambda Liqht Chains
6K24-30 Cholinesterase
6K25'30 CK-MB
6K22-30 Pancreatic Amylase
6K96-30 Kappa Liqht Chains
6K23-30 HBDH
5K90-30 Bile Acids
6K92-30 Dibucaine CHE
6K93-30 Copper
6K94-30 Fructosamine
6K95-30 I ron
6K95-41 Iron

ljurthermore, the manufacturer declares to:
1. keep and make available for the Competent Autlrority fhe product technical file, as

specified in Annex III of the 9B/79/CE Directive, as well as to retain the LratcFr records
for a period of at least ten (10) years after tlre production date of the last lot

2, have instituted and keep up to date an adequate procedure to guarantee ther markei
surveillance reeuested bv the Directive,

If fabbricante dichiara inoltre di:
1. conservare e tenere a disposizione delle Autorita Competente il fascicolo tecnico di

prodotto, specificato nell'Allegato III della Direttiva 9B/79lCE, nonch6 le registrazioni di
produzione e controllo per un periodo almen<l di dieci anni dalla data di produzione
dell'ultirno lotto

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

Date/Data
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Certifi cate Identification I

Legal Manufacturer's Name;

Declaration o:f Conforrnitv
3L8 I
Abbott Laboratorles

Diagnostics Division
Abbott Park, Illinois 60064 USA

Signature:

Mark Littlefield

Associate Di rector, Regulatory Affairs

Date of Approval: November 5,2014
Abbott Laboratories

Place Issued: 1921 Hurd Drive
Irving, TX 75038

Effective (Date or
Lot Number):

November 17,2014

L
aa

st Numbers
d Size Code
rf Devices

GMDN Code Names and Drescription of Devices Classi{ication

JT, 1-22;3L81-32
3L8l-41 53251 Creatinine Self-declared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planok-Ring 2
65205 Wiesbaden. G

Storage site of technicql
documentation

(Name and Address)

Abbott
1921 Hurd Drive
lrving, TX 75038

Departrnent - Regulatory Affairs

Harrnonized Standards Listed in the Technical Documentation

*l#n8-
Diana Romero

Site Director, Quality Assurance

November 5,2014

//*{-?.# rq
Supersedes: July 16,2013
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