
 
 

 

 

 



 
  

Certificate of Approval 

 

 

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization. 

 
  To validate certificate authenticity visit:  http://www.lrqausa.com/help-and-support/Request-for-certificate-verification  
       

Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States  
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This is to certify that the Management System of:  

 Abbott Laboratories Diagnostics Division  

 

 100 Abbott Park Road, Abbott Park, IL, 60064, United States 
 

MDSAP Facility Identifier: 079226220 
 
 

has been audited by LRQA and found to conform to the following audit criteria: 

ISO 13485:2016 
 

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 Devices Regulations – Part 1- SOR 98/282 

 

Japan: 
MHLW Ministerial Ordinance 169, Article 4 to Article 68 

PMD Act  
 

United States: 
21 CFR 820 

21 CFR 803 

21 CFR 806    

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued By: Lloyd's Register Quality Assurance, Inc.  
 

    

Certificate Approval Number: UQA 00000846 
Effective Date: 2018 October 13 

 

Original Approval:  
MDSAP/ ISO 13485 – 2017 December 7 

Expiry Date: 2021 October 12 
 

 

Certificate Issue Number: 10155325 

  



 
  

Certificate Schedule 
Certificate Issue Number: 10155325 

  
 

   

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization. 

 
  To validate certificate authenticity visit:  http://www.lrqausa.com/help-and-support/Request-for-certificate-verification  

      
Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States  
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Approval Number: MDSAP – 0015682 

 

 

 

The scope of this approval is applicable to: 
 
 

Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor Units 
for Transmissible Diseases. Design and Manufacture of In Vitro Diagnostic Medical Devices used in the 

Diagnosis, Management and Detection of Cancer, Autoimmune Status, Cardiac Markers, Endocrine 
Disorders, and for Therapeutic Drug Monitoring. Design, Development, Manufacture, Refurbishment, 

Distribution, and Post-Market Customer Service and Support of In Vitro Diagnostic Medical Devices for 
Immunoassay and Clinical Chemistry Systems. Manufacture, Design / Development of In Vitro Diagnostic 

Products including Instruments, Reagents, and Accessories for Hematology. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 



 
  

Certificate Schedule 
Certificate Issue Number: 10155325 

  
 

   

Lloyd's Register Quality Assurance, Inc. is an MDSAP authorised auditing organization. 

 
  To validate certificate authenticity visit:  http://www.lrqausa.com/help-and-support/Request-for-certificate-verification  

      
Lloyd’s Register Group Limited, its affiliates and subsidiaries, including Lloyd’s Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
‘Lloyd’s Register’. Lloyd’s Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd’s Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States  
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Location Activities  

 

  

100 Abbott Park Road, Abbott Park, IL, 60064, 

United States 

MDSAP 2017 

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

 

 
 

 

  

Conway Park, 675 North Field Drive, Lake Forest, IL, 
60045, United States 

MDSAP Facility Identifier: 079226220-002 

MDSAP 2017 

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

 

 
 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

MDSAP Facility Identifier: 079226220-003 

MDSAP 2017 

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

 

 
 

 

  

 



  

Certificate of Approval 

  

 
 

    

                                                                                  

 
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 
7ES, United Kingdom 
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 

 

has been approved by LRQA to the following standards:  

 ISO 13485:2016  

 

   

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: Lloyd's Register Quality Assurance Limited  

 

This certificate is valid only in association with the certificate schedule bearing the same number on which the 
locations applicable to this approval are listed. 

    

Current issue date: 13 October 2018 

 

Original approval(s): 

Expiry date: 12 October 2021 ISO 13485 – 7 December 2017 

Certificate identity number: 10155326 

  

Approval number(s): ISO 13485 – 0015680  

 
 

 
 

The scope of this approval is applicable to: 

 

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



 

Certificate Schedule 

Certificate identity number: 10155326 
  

 

    

                                                                                  

 
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 
7ES, United Kingdom 
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Location Activities  

 
  

100 Abbott Park Road, Abbott Park, IL, 60064, 
United States 

ISO 13485:2016 

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

 

 
 

 

  

Conway Park, 675 North Field Drive, Lake Forest, 
IL, 60045, United States 

ISO 13485:2016 

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

 

 
 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 13485:2016 

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

 

 

 
 

  

   



  

Certificate of Approval 

 
 

   

         

 
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 
7ES, United Kingdom  
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This is to certify that the Management System of:  

Abbott Laboratories Diagnostics Division  

 

 

100 Abbott Park Road, Abbott Park, IL, 60064, United States 

 
 

 

has been approved by LRQA to the following standards:  

 ISO 9001:2015  

 

 
 

 

 Cliff Muckleroy - Area Operations Manager Americas  

Issued by: Lloyd's Register Quality Assurance, Inc.  

for and on behalf of: Lloyd's Register Quality Assurance Limited  

 

This certificate is valid only in association with the certificate schedule bearing the same number on which the 
locations applicable to this approval are listed. 

    

Current issue date: 13 October 2018 

Expiry date: 12 October 2021 

Certificate identity number: 10155324 

 
 

Original approval(s): 

ISO 9001 – 3 December 2017 

 

 

 

Approval number(s): ISO 9001 – 0015681  

 

 

 
 

 

The scope of this approval is applicable to: 

 

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

 



 

Certificate Schedule 

Certificate identity number: 10155324 
  

 

   

         

 
Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued by: Lloyd's Register Quality Assurance, Inc., 1330 Enclave Parkway, Suite 200, Houston, Texas 77077, United States for and on behalf of: Lloyd's Register Quality Assurance Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 
7ES, United Kingdom  
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Location Activities  

 

  

100 Abbott Park Road, Abbott Park, IL, 60064, 

United States 

ISO 9001:2015 

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

 

 

 

 

  

Conway Park, 675 North Field Drive, Lake Forest, IL, 
60045, United States 

ISO 9001:2015 

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

 

 

 

 

K Complex - Distribution Center  

Route 41 & Martin Luther King Drive, North Chicago, 
IL, 60064, United States 

ISO 9001:2015 

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

-1\ :,1l<- d r'*' ,.'.j

f rcl;'*$*1tz&s{t . Es# itE95:?$o} ,.xt\a }g# 934&5r?*r2 - a$# 3"1i"1#s;1*a; flf{i?{p\{i tit". *r{i;Al-i ',{[ft():trr]f]t].. {.i{3 \{(iiir;f|ii.r
- 1. 

', 
.



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



Biokit
A Werfen Company

CE DECLARATION OF CONFORMITY
DRC-726

Edition 3

Pnna 1 nf ?

DECLARATION OF CONFORMITY

Eiokit hereby declares that the product(s) listed below conform to the European Union directive
and standsrds identified in this declaration,

Eiokit erklAft, dass die aufgefAhften Produkt(e) n]r] den Bssfimnlungan der angegebenen Eu-Richtlinien und n'tit den aitfglefuhrten
normativen Dakamdnlen ln Ubereinstfmmung sintl.

Biokit declara por /a preser)te qoe ios producto(s) abaJo mencionados, esfdn confonnes can las diroctivas y normas Furopeas
idenilficadas en esta declataci6n.

Biokft dechre par /a pldsenlo, que la(s) procluil.(s) sous-mentiann6(sJ, e"sf (sonl) crsnformo(s) aux dircclives el normos Europlennes
identifi6es dans ceffe d6claratian.

Biokil dichiara con la presente che il(i) prodotto(i) sotlomenzionalo(t) 6(sono) conforml alla dlreltiva o agli stanrlard specificati in
questa dichiarazione,

Biokit declara pelo presente gue o/sJ produto(s) abaixo rnencionado(s) estA/ostio conforma a DirecUva e norfiras da Corniss6o
EuroBeia especificadas nesta declaragdo,

Biokit erklercr herved, at det (de) nedenfor anforte ptodukt(er) er i averensslenrmelse mecl cJe E\J-direktiver og stanclarder, cJer er
anfprt i denne orklering

Biokit bekriiftar htirmed alt nedan upprAknade proclukt(er) dr fdrenlig(a) med cle El)-cJirektiv ocl't s/andarder som idenii{ieras i denna
deklaration

H Bioklt pe ro rdpdv 64Ati:tt 6n rc ffpoi6v(-ra) tou avarptpovrar xarurtpw ouppopqirvovtdt It€ ynv a5nvlo ryC Euputnaikfiq
'Evwaqg xar rc npdrura nou vopailAevrat oryv topoioa 6i[ean.

C€

EU-Richtlinie Directiva UE Dheallve Europ4enno

rvD . s8/7g/EC (2711 0/199e)

$tandardlsL
Nornten und Richllinien Estdncla(es) Nonne(s)

lsQ 9001

Direlllva EuroDea Directiva UE EU-Dilektiv EU Dh'ektiv Odnvta EE

Nonna(e) Pachao/Padrdes S{andard(er) Standard(et) llp6runo(-a)

lso 13485

Manufacturen
lTerstellel
Fabilcante
Fabicant
Produltore

Fabicante
Producenl
Tillverkare
KstdoKtudortlE

BIOKIT, S.A,
Can Mal€ s/n. 08186

Lligii d'Amunt
Barcelona * Soain



' Biokit
A Werfen Company

DRC.726
CE DECLARATION OF CONFORMITY

Fdition 3

Page 2 of 3

Benannle Sfe//e Organlsmo Notificado arganisme Nalifif Organisrno Notificalo Organisrno Notilicado Teknisk Korlrollargon
Anmdll Organ Korvonoqptvog QpyavtolL'E

Name: Other Devices Code'.N/A

. Certificate No: N/A Annex lll

Product(s);
Produkt(e) Producto(s) Produit(s) Prodotto(i) Produto(s) Produkt(er) Produkt(er) llpoiorl-ra)

Product{s)
f)tadulrt(e) Praduto(s)
Producto(s) Prodtrkt(er)
Produit($ ProdLtkt(er)
Prod()lta(i) Ilpoi:dvin)

PIN

6134-42 Quantia A-1-AGP

6K38-01 Quantia ASO

6K39-0L quantia F2-Micrr:globulin
6K40-0L Quantia Digitoxin

6K4L-01 Qua ntia Ferritin

6K42-01. Quantia lgE

oLJl-41 Quantia Myoglobin

6K44-01 Quantia RF

6K99-01 Qua ntia A1--Antitrypsi n

7K02-01. Quantia D-Dimer

7K00-01 Quantia Lp (a)

6K45-01 Quantia PlloTElNS Standard

6K46-01 Quantia ASO Standard

6K47-01. Qua ntia p2'Microglobulin Sta nda rd

6K48-01 Qua ntia Digitoxin Standard

6K49"01 Quantia Ferritln Standard

6Ks0"03 Qua ntia lgE Sta nda rd

6 L3 3-04 Quantia Mvoslobin Sta ndard

6K52-0J, Quantia RF Standard

7K02-10 Quantia C[-Dimer Standard

7K00-1"0 Quantia Lp (a) Standard

5P83-0L Lp (a)Calibrators

6K53-01 Qua ntia PROTEINS Control

6K54-01 Quantia ASO-RF Control I

6 K55-01 Quantia ASO-RF Control ll
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A Werf'en Company

CE DECLARATION OF CONFORMITY
DRC-726

Edition 3
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-rEI
Abbott

Certifi cate Iden tifi cation :

Legal Manufacturerts Name:
Legal Man ufactu rer's Address:

Declaration of Conformitv
3L82

Abbott Laboratories Diagnostics Division
Abbott Park, Illinois 60064 USA

List Numbers and
Size Code of
Devices

GMDN
Code Names and Description of Devices Classification

3L82-2t" 3[,82-41 s330r Glucose Self-decla red

Authorized European
Representative (name and address)

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

65205 Wieslryden, 0emirauy
Storage site of technical
documentation (n*ne and addrrss) Abbott Laboratories, 19f l Hurd Drive, Irving, Texas 7503g

H_armonized Standards Listed in the Technical Documentation

in vitro diagnostic medical devices described above and bearing
provisions of the EC Directive ggl79lEC of the European
1998 on In Vitro Diagnostic Medical Devices as thev are

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:

Sign4ture:

Full Name:

Position: Assoc. Director Regulatory Affairs

Date ofApprovat; _8: j'EF-eO/ 7
Date lssued: fc-s;ef - e",rJ.__

Abbott Laboratories
192 t Hurd Drive
Irving, TX 75038Place Issued:

Supersedes; _November 17,2014

Effective (Date or
Lot Number): 3- Str/* Zc1/ 7

Mark Littlefield



Certifi ca te Identifi cation:
Legal Manufacturerts Namc:

Declaration
7D65

of Conformitv

I
a

st Numbers
d Size Code
of Dcviccs

GMDN Code Names and Drescriotion of Devices Classil'ica tion

7D65-21
7D65-41

53030 Gamma-Glutamyl Transferase Self-dcclared

Authorized European
Representative

(Name and Address)

Abbott
Max-PlanckRing 2
65205 WiEsbaden, Germany

Storage site of technical
documentation

(Name and Address)

Abbott
l92l Hurd Drive
hving, TX 75038

Department - Regulatory Affails

Harmonized Standards Listed in the Technical Documentation

w,
llt€

Cc
sta
Th

the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the CE
.itrg, confortn with the applicable provisions of the EC Direotive 9Sl79lEC of tlrc Europcan Parliament and nf lhe
tcil of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are tlansposecl into the laws of tho nrcnrber
s.

declaration is made in accordance with Annex III of thc IVD Directive and is issued rrndcr thc solc r'esponsibility of thc
rfacturcr.

signarure: AA^^Ga^u* Signature:
/')

Full Name: FrlDiana Romero

Site Director, Quality Assurance

V-s^ zels-

.t'ull Nams:

Position:

Dgte ofApproval:

PIace Issued:

Effective (Date or
Lot Nurnber):

Date Issued; 7- S - 29{

Supersedes; November 5,2014

Associate Director, Regulatory Affairs

?-g - zo{
Abbott L,aboratorics
1921 Hurd Drive
Irving, TX 75038

?-3 - za/{

Mark Littlefield



Declaration
JNJJCertificate Identification:

Legal Manufacturerts Name:

Position:

Abbott Laboratories
Djagnoptiqq!ivision
Abbott Park, Illinois 60064 USA

Datp of Approval:

Date Issued:

Site Director, Quality Assurance

NOvember 5,2014

November 5,2014

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Associate Director, Regulatory Affairs

Novernber 5,2014
Abbott Laboratories
l92l Hurd Drive
Irving, TX 75038

November 1'/,2014Supersedes: April4,2013

of Comformitv

L
al

rst Nurnbers
d Size Code
of Devices

GMDN Code Names and Description of I)evices CIassi{ication

JI\JJ-Z I 30169 IIItra HDL Self-dec lared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation

(Narne and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affbirs

Harmonized Standards Listed in the Technical Documentation

w
ma

the undersigned, hereby declare that the in vitro diagnostic rnedical devices described above and bearing the CE
<ing, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament arrd of the
ncil of 27 October 1998 on ln Vitro Diagnostic Medical Devices as they are transposed into the laws of the member
!s

declaration is made in aceordance with Annex III of the trVD Directive and is issued under the sole responsibility of the
ufacturer,

Signature:

Full Name: Diana Romero

Signature;

Full Name:



$ffi$$ ffi

DIAGNO'TIC6

Manufacturer:

European Representative:

Produot:

DECI-AMTION OF GONFORMIry

Canada

Sekisui Diagnostips (UK) Ltd
Liphook Way
Allington
Maidstone
Kent ME16OLQ

Direct LDL
Catalogue Numbpr: 1 E31-20; 1E31-02
GMDN Code: 53395;41728

Classification: General IVD

Conformity Assessment Route: Annex lll, self-ce1tifled

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

Place of lssue: Allington, UK

-. 
../

I )o; \ l'Mlu>
L

LO-uav-zotg
Slgnature:

David Torrens Date
Senior Manager Regufatory Affairs
Sekisui Diagnostics (UK) Ltd

Soklsul Disgnostlcs (UK) Ltd
Liphook Way
Alfington, Kont, ME16 oLQ
Tel: 01622 807800 Fax: 01622 607801
lnfo@seklsuHx,com
www,soklsuUla gnosllce,com



onformity
Uertilrcate ldentillcationr 5P56

I-egalManufacturer'sName: AbbottLaboratories
Diagnostics Diyision
Abbott Park. Illinois

Li
an

t Numbers
I Size Code
f Devices

GMDN Code Names and Desr 'iption of Devices Classification

5P56-01 53356 Lipid Multicon ituent Calibrator Self-declared

Authorized European
Representative

(Name and Address)

Abbotr
Max-Planck-Ring 2

65205 Wiesbaden. Germany
Storage site of technical

documentation
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Departrnent - Regulatoty Affair

Ilarrnonized Standards Listed in the Technical Docum rtation

Wr
ma

Co
sta
Th
ma

the undersigned, hereby declare that the in vitro diagnostic n
king, conform with the applicable provisions of the EC Direc
nc1l of 27 October l99B on In Vitro Diagnostic Medical Devi
)s.

declaration is made in accordance with Annex III of the M D
ufacturer.

Signature:

redical devices described above and bearing the CE
.ive98179lEC of the European Parliament and of the
ces as they are transposed into the laws of the member

irective and is issued under the sole resnonsitrilitv of the

Signature:

Full Name:

Position:

Datf of Approval:

Diana Romero

Site Director, Quality Assurance

November 5,2014

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Daterssued: /*_r_20 q

Supersedes: January 30,2014

Associate Director, Regulatory Affairs

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

November 17,2014



Llst Nurnbers and
Size Code of Devices

Ilemoglobin Alc
4P52-01 Hemoglobin Alc

Hemoglobin A1c

Storage site of technlcal
I Hurd Drive, Irving, Texas 75038, USA,

Er
Ef
Abbott

Declaration o1[ onformity
DoC-4P5220. 1,4P5211-SD DELK

KGAbbort GmbH &
Max-Planck-Ring Wiesbaden, Germeny

We, the undersigned, hereby declare that the in v diaguostic medical devices described
above and bearing the CE marking, conform the applicable provisions of the EC
Directive 98/79lEC of the European parliament of the Council oI27 Qctober 1998 on In
Vitro Diagnostic Medical Devices as they are into the laws of the member states,

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

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

Diana Romero

Director, Site QA

Dateof Approval: lZ-rUAf^ 2A,/ 7

Signature:

Full Name:

Position:

Signature:

Full Name:

Position:

Datr: of Approval:

Date Issrred:

Place Issued:

Assoc, Director, Regulatory Affairs

-12- ilar*z rt/'/

65205 Wiesbaden, Germany

Supe,rsedes: I.I/A

Effective (Date or
Lot Number): LT Uae* - ?4 17

filb'rafu,@



Certifi cate Idcntifi cation :

Legal Manutacturer's Name:
Legal Manufactu rer's Address:

Erik Muegge

QA Manager Ops

Dare of Approval: 8'*St:f. Aot7

7D80

Abbott' Laboratorie{ Diagnostics Division
Abbott Park, Illinoi$ 60064 USA

in vitro dia described
provisions 79lsC o.flt 

earrng

1998 on In al Deviccs
transposed into the laws otthe nrernber statss.
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:

Signature:

Full Name:

Po:iition;

Date of Approval:

Date Issued:

Place Issuedi

Supersedes:

Effective (Date or
Lot Number):

Assoc. Director Regulatory Affairs

.7- Strtt::zo/y
Abbott Laboratories
192 I Hurd Drive
Irving, TX 75038

_November 17,2014

List Numbers and
Size Code of
Devices

Names and Description of Devices Classification

Self-declared

Authorized European
Representative (name and address)

Abbott GmbH & Co.

Max-Planck-Ring 2

Storage site of techniial
mentation (name and add I Hurd Drive, Irving, Texas 75039

Mark Littlefiekl



Declaration
3El6

of Conlbrmity

Dal;p

Signature;

Full Name:

Position:

of Approvall

Certifi cate Identifi cation:

Diana Romero

Site Director, Quality Assurance

7- 3-rctt'r
?- S 'z-cttd

November 5,2014

Signature:

Full Name:

Position:

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Date Issued:

Supersedes:

Associate Director, Regulatory Aflaifs

7-J'zorf
Abbott Laboratories
I921 Hurd Drive
Irving, TX 75038

7'.5 - Zot{

Lcgal Manufacturer's Name; Abbott Laboratories Diag
Abbott Park, Illinois 60062

Division
USA

I
a

ist Numbers
rd Size Code
of Devices

GMDN Code Names and Desr :ription of Devices Classification

3Et6-02 53 109 Lipase )alibrator Self-declared

Autlorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden, Germany
Storage site of technical

docu menta tion
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affair

Harmonized Standards Listed in the Technical Docum ntation

W(
nla
Co
sta
Thi
ma

the undersigned, hereby declare thatthe in vitro diagnostio nlredical devices clescribed above and bearing the CE
king, confortn with the applicable provisions of the EC Direciive gLllglBC of the European Parlianrent and of the
ncrl of 27 October 1998 on In Vitro Diagnostic Medical Devf ces as they are transposed into the laws of the rnember.
)s.

declaration is ntade in accordancc with Annex III of the IVD Qirective aud is issucd undcr the sole responsibility of the
u fa ctu rer. ..-)

Mark Littlefiold



Full Name:

Position:

Datf of Approval:

Date Issued:

ABBOTT

Certificate Iden tifi cation:
Legal Manufacturer's Name:

Declaration of nformity

Full Name:

Position:

Dpte of,Approval:

Place Issued:

Effective (Date or
LotNumber):

Diana Romero

Site Direclor, Quality Assurancs

?-l - ?o/-r

7 3 ^ L4a(f

Associate Director, Regulatory Affairs

7"- 9 ^ ea/f
Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

?-S - zu{Supersedes: Novomber 5,2014

Abbott Laboratories
Abbott Park. Illinois

I
a

ist Numbers
rd Sizc Code
of Devices

GMDN Codc Names and Desr ription of Devices Classificnt io n

7D73-21 53989 Tota Protein Self-deolared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germanv

Storage site of technical
documentation

(Name and Address)

Abbott
l92l Hurd Drive
Irving, TX 75038

Department - Regulatory Affair

Harrnonized Standards Listed in the Technical Docum ntation

w

Th
ma

the undersigned, hereby declare that the in vitro diagnostic rl,redical deviccs described above and bearing the CF,
king, conform witlr the applicable provisions of the EC Direciive gBlTglEC of the European parliament ard ol'thc
ncil of 27 October 199 8 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of the rnember
)s.

dcclaration is made in accordance with Annex III of the IVD Directive and is issued under thc sole rcsnonsibilitv of the
ufacturer.

signature: $/ftrrwQorran Signature:
'd)



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

Diagnostics Division
60064 USA

Signature:

Full Name:

Position: Assoc. Dlrector Regulatory Affairs

Date of Approval: _8:St3f"-20/7
Date Issuedl *ff'SF/- zpi 7

Declaration of Conformitv
7D74

Abbott Laboratoried

Abbott Park, IIlinoil

ro diagnbstic medical devices described above dncl bearins
isions of the EC Directive gSlTglEC of the Eurdpean
on In Vi,tro Diagnostic Medical Devices as theV are

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

Signature:

Full Name;

Position:

Date of Approval:

Place Issuedl

Supersedes:

Effective (Date or
Lot Numbeg):

Abbott Laboratories
1921 Hurd Drive
Irving, TX 75038

9-3-20 I s

9:str/.* zat T

List Numbers and
Size Code of
Devices

GMDN
Code Names and Description, of Devices Cla ification

7D74-21 53462 Triglyceride Self- leclared

Authorized European
Representative (name and address)

Abbon GmbH & co, Kr

Max-Planck-Ring 2

65205 Wiesbaclen. Gern any
Storage site of technical
docurnen-tatlon (name and address)

Abbott Laboratories, l9 I Hurd Drive, Irving, Texas 75038

Harmonized Standards Listed in the Technical )ocumentation



a

Position:

Dalp of Approval;

Date Issued:

Supersedes:

ABBOTT

Certifi cate Identifi cation :

Legal Manufacturer,s Name:

Declaration
3P39
Abbott Laboratories

of Conformity

Site Director, Quality Assurance

Novembe 5,2014

//-s- L8 rq
December 31,2072

Position: Associate Director, RegulatoryAffairs

Date of Approval: November. S, Z0l4
Abbott Laboratories

Place Issued: 1921 Hurd Drive
Irving, TX 75038

Effective (Date or
I_"t Ur_U"rl, November l7 ,2014

Diagnostics Division
Abbott Park. Illinois USA

I
z

ist Nunrbers
td Size Code
of Devices

GMDN Code Names and De{cription of Devices Classi [ication

t9-21:3P39-41 53 583 IIr r Acid Self-declared

.4,uthorized Etrropean
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germanv

Storage site of technical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Deparhnent - Regulatory Affaips

[Iarnronized Standards Listed in the Technical Docunientation

w
mt

the undersigned, hereby declare that the in vitro diagnostic lnedical devices described above and bearing the CE
'ing, corrform with the applicable provisions of the EC Dirpdtive gl/7glEc of the European parliament and of the
tcil of 2l october 1998 on In Vitro Diagnostic Medical Derlices as they are transposed into the laws of the member



Certificate [dentiflcation ;

[-egal Manufacturer,s Name:

Declaration
lE65
Abbott Laboyatories

of ponformity

Diagnostics Divisionffi
L

AI

st Nurnbers
d Size Code
rf Sevices

GMDN Code Names and Desc ription of Devices Classification

lE65-04 302r6 Multiconstit ent Calibrator Self-declared

iE65-05 30216 Multiconstit ont Calibrator Self-declared

Authorized European
Representative

(I{ame and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germany

Stonage site of technical
documentation

(Narne and Address)

Abbott
1921 Hrud Drive
Irving, TX 75038

Deparftnont - Regulatory Affair

llarmonized Standards Listed in the Technical Docum rtation

w
mi

mxa

the undersigned, hereby declare that the in vitro diagnostic rlredical devices described above and bearing the CE
ring. conform with the applicable provisions of the EC Direciive 98/79lEC of the European Parliament and of the
rcilof 27 October 1998 on In Vitlo Diagnostic Medical Devices as they are transposed into the laws of the rnember
s.

declaration is made in accordance with Annex tII of the IVD Directive and is issued under the sole responsibility of the

Signature:

Full Name:

Position:

Diana Romero

Site Director, Quality Assurance

November 5,2014

November 5,2Q14

Much6,2014

Signature:

Full Name:

Position:

Date of Approval:

Place Issued:

Efleotive (Date or
Lot Number):

Associate Director, Regulatory Affairs

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

November 17,2A14



DECLARATION OF CONFORMIW

d
Manufacturbr

Techn o-path M an irfacturi n g Ltd.

Fort Henry Busineis Park,

Ballina,

Product(s):

Co. Tipperary,
lreland

Product Name

Multichem S Plus (Unassayed)

Multichem S Plus (Unassayed)

Multichem S Plus (Unassayed)

Multichem 5 Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem 5 Plus (Assayed)

Multichem S Plus (Assayed)

Multichem 5 Plus (Assayed)

Multichem S Plus (Unassayed)

Multichem S Plus (Unassayed)

Multichem S Plus (Unassayed)

Multichem S Plus (Unassayed)

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus

Multichem S Plus (Assayed)

Multichem S Plus (Assayed)

Multichem S Plus (Assayed)

Multichem S Plus (Assayed)

Catalogue Number

0sP79-10

05P7g-Lr

05P79-t2

cH100cRP

cH101CRP

cH102CRP

cH103CRP

05P78-10

05P78-11

05P78-72

cH110CRP.05

cH111CRP.05

cH112CRP.0s

cH113CRP.0s

CHlOOPLA

CHlOlPLA

CHlO2PLA

CHl03PLA

cH110PLA.05

cH111PLA.05

cH112PLA.05

cH113PLA.0s

DCO03 Rev 0E Issue Dale: 24th Jan20l4



GMDN:
Conformity Route:
Quality Management System :

QMS Certification No.:
lssued By:

TECHNOPATH

47869
Annex lll Splf-Decla red

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

Techrio-path Manufacturing ltd. hereby declarbs that the product(s) specified
above comply with the requirements listed in (uropean Union In-vitro Diagnostic
Medicaf Device Directive 98179lEC,

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

Ber , Head of Quality and Regulatory Affpirs
,2q-lrrt - ^ /rf.
oatK

T path Manufacturing Ltd.

STANDARDS USED rN FULL OR PART FOR CE MARKTNG AS pER ,VDD98l79lEC

Standard Title
E ,l ISO L5223-7:20I2 Svmbols for use in the labelline of medical devices
I O 13485:2012 + AC:ZOL2 Medical devices - Quality management systems -

Requirements for reeulatorv ourDoses

E I L36L2:20A2 + AC:2O02 Performance evaluation of in vitro diagnostic medical
devices

E I t3647:2002 Elimination or reduction of risk of infection related to in
vitro diaenostic reagents

E 13975:2003 Samflling procedures used for acceptance testing of in in
vitro diagnostic medical devices - statistical aspects

E I ISO 14971:20L2 Medical devices - Application of risk management to
medical devices

E ISO 18113-1:2011 In vitro diagnostic medical devices - Information supplied
by the manufacturer (labelling) - Part 1.; Terms, definitions
and general reguirements

E ISO 18113-2:2011 In vitro diagnostic medical devices - Information supplied
by the manufacturer (labellingf - Part 2: In vitro diagnostic
reagents for professional use

E L3540:2002 Stability Testing of In vitro diagnostic reagents

DCOO3 Rev 0E lssue Date: 24" Jan2014



Certificate ldentifi cation :

Legal Manufacturer's Name;

Declaration
6K01
Abbott Laboratories
Dia€mostics Division

Signature:

Full Name:

tl*'n"e.wqr Signature:

Diana Romero

Site Director, Quality Assurance

Full Name: Mark Littlefield ! '

Position: Associate Director, Regulatory Affairs

November 5.2014

Date Issued: "g: &# {

Supersedes: December 11,2006

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Novernber 5,2014
Abbott Laboratories
l92l Hurd Drive
Irving, TX 75038

November l.-l .2014

of Conformitv

Abbott Park, Illinois 60064lUSA

al
st Nunobers
d Size Code
rf Devices

GMDN Code Names and Description of Devices Classification

6K01-20 56676 Acid Wash Self-declared

Authorized European
Represcntative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germany

Storage site of technical
documentation

(l\arne and .A,ddress)

Abbott
1921 Hurd Drive
Irving, TX 75038

Department - Regulatory Affhiis

E{arnronized Standards Listed in the Technical Documbntation

w

Th
fira

the undersigned, hereby doclare that the in vitro diagnostic medical devices described above and bearing the CE
king, conform with the applicable provisions of the EC Direqtive 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 mcintrer
)s.

declaration is rnade in accordance with Annex III of the IYD Directive and is issued under the sole responsibility of the
u factu rer.



Date Issued:

Supersedes:

Certifi cate Identification:
Legal Man ufacturerts Namel

Declaration
9D3l
Abbott
Abbott

of Conformitv

Signature:

Full Name:

Position:

Date of Apploval:

Place Issued:

Effective (Date or
Lot Number):

Diana Romero

Site Director, Quality Assurance

5-2y"- )otl
5 _ )8 -eotf
March 28, 2013

Associate Director, Regulatory Affairs

g- 28- zto/.r
Abbott Laboratories
1921 Hwd Drive
Irving, TX 75038

F zg'za/-f

L st Numbers
d Size Code
lf Devices

GMDN Code Names and Desc ription of Devices Classification

9D3t-20 58236 Alkal e Wash Scli'-declared

Authorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2

65205 Wiesbaden. Germany
Storagc sitc of technical

documentation
(Name and Address)

Abbott
1921 Hurd Drive
Irving, TX 75038

Departrnent - Regulatory Affair

Harrnonized Standards Listed in the Technical Docum ntation

w

Th
ma

tho undersigned, hereby declare that the in vitro diagnostic rpedical devices described above and bearing the CE
king, conform with the applioable provisions of the EC Direcfive 98l79lEC of the Eurotrrean Parljament and of the
ncilof 27 October 1998 on In Vitro Diagnostic Medical Devlces as they are transposed into the laws of the member
)s.

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

Mark Littlefield



Certifi cate [dentifi cation :

Declaration
l172

of Conformity

W9, the undersigned, hereby declare that the in vitro diagnostic qrredical devices described above and bealing ths CE
-^Ll-:-^^ 

----f--,--- - -:ar rl L' ^^mafking, cotrform with the applicable provisions of the BC Direcfive 9811glEC of the European Parliament and of the
Cofncilof 27 October 1998 on In Vitro Diagnostic MedicalDevfces as they are transposed into the laws of the member
staIes.
Thiip declaration is made in accordance with Annex III of the IVD Directive and is issued under thc sole responsibility of theThiii declaration is made in accordance with Annex III of the IVD Directive and is i
maiufacturer.

nr'/\
signature: U2/rW( +t . signature:

{-tg- aaljDatl orApprovalr 5 -tg - AA 15

Darerssued: 5-N^ADIS

Diana Romero

Site Director, Qualig Assurance

Supersedes: March28, 2013

Mark Littlefield

Associate Director, Regulatory Affairs

g- zg- ze/S
Abbott Laboratories
l92l I lurd Drive
Irving, TX 75038

€_ zr_ 2o /f

Full Name:

Position:

Full Name:

Position;

Date of Approval:

Place Issued:

Effective (Date or
Lot Number):

Legal Manufactu rerts Name:

t
a

st Numbers
d Size Code
rf Devices

GMDN Code Names and Desqription of Devices Classification

tI72-20 59058 Dete lent A Self-declared

Authorized European
Representative

(Narne and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden, Germarry

Storage site of tcchnical
documentation

(Name and Address)

Abbott
1921 Hurd Drive
Iwing, TX 75038

Department - Regulatory Affair

Harmonized Standards Listed in tlre Technical Docum ntation



Certificate Identifi cation:

Declaration
2194

of ponformity

Legal Manufacturerts Name: Abbott Laboratories

DiaFnostjcs D ivis i_o. I
Abbott Park. Illinois USA

l
ai

st Numbers
d Size Code
of Devices

GMDN Code Names and Desr:ription of Devices Classification

2ls4-2tlssosll oete rgent B I Self-declared

Autlhorized European
Representative

(Name and Address)

Abbott
Max-Planck-Ring 2
65205 Wiesbaden. Germanv

Storage site of technical
documentation

(Name and Address)

Abbott
l92l Hurd Drive
Irving, TX 75038

Department - Regulatory Attbir

llarmonized Standards Listed in the Technical Documi rntation

ma

the undersigned, hereby declare that the in vitro diagnostic riredical devices described above ancl bearing the CE
ring, conform with the applicable provisions of the EC Dire(tive 98l79lEC of the European Par'liament and of the
rcil of 27 October 1998 on In Vitro Diagnostic Medical DeVices as they are transposed into the laws of the membel
c

declaration is rnade in accordance with Annex III of the IYI) Qirective and is issued under the sole responsibility ot the
rfactu rer.

Signature:

Full Name;

Position:

Diana Romero

Site Director, Quality Assurance

Signature:

Full Name;

Position:

Date of Approval:

Place Issued:

Effective (Date or
LotNumber):

Da{e of Approval: December 4,2014

Date Issued: December 4, 2014

Supersedes: New

Associate Director, Regulatory Affairs

December 4,2014
Abbott Laboratories
1921 Hurd Dlive
Irving, TX 75038

December 4,2014

Mark Littlefield



BBOTT

Certifi cate Identifi cation:

Declaration
9D29

of ponformity

declaration is made in accordance with Annex III of the IVD Directive and is issued untler the sole responsibility of the
ufactu rer.

Signature: Signarure: M-A
Full Name; Diana Romero Full Name: Mark Liftlefield

Position; Site Director, Quality Assurance Position; Associate Director, Regulatory Affairs
' ,f

orApprovar: U-/ l-2615 Dat" of Approval: 6 -lt- ?,o 6
Abbott Laboratories

Date Issued: (Z-t/ '2C/5 place Issued: l92l Hurd Drive
Irving, TX 75038

supersedes: March 28,2013 Effective (D4t" ^'Lotuu'uli' 6'lt-ao (t

LegalManufacturer'sName: AbbottLaboratgries
Abbott Park, lllinois

stics Division
USA

I
a

ist Numbers
rd Size Code
of Devices

GMDN Code Names and Desr ription of Deviccs Classification

9D29-20 56676 Water B h Additive Sclf-declared

9D29-2r 56676 Water Br h Additive Self-declared

Authorized European
Representative

(Name and A,ddress)

Abbott
Max-Planck'Ring 2
65205 Wiesbaden, Germany

Storage site of technical
documentation

(Name and Address)

Abbott
192 I Hurd Drive
Irving, TX 75038

Department - Regulatory Affair

Harrmonized Standards Listed in the Technical Docum ntation

w the undersigned, hereby declare that the in vitro diagnc
<ing, conform with the applioable provisions of the EC
ncil of 27 October 1998 on In Vitro Diagnostic Medica

ical devices described above and bearing the CE
9817g/EC of the European Parliament and of the
as they are transpo.sed into the laws of the member
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a Abbott 

Declaration of Conformity 

Certificate Identification: 
Legal Manufacturer's Name: 

Legal Manufacturer's Address: 

SC-99644 
Abbott Laboratories 
Diagnostics Division 
Abbott Park, IL 60064 USA 

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

of Devices 

99644-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

9364 1-01 59058 CELL-DYN ENZYMATIC CLEANER Self-declared 
CONCENTRATE 

Authorized E uropean ABBOTI 
Representative (name and Max-Planck-Ring 2 
address) 65205 Wiesbaden, Germany 
Storage site of technical Abbot1 Laboratories 
documentation (name and 4551 Great America Parkway 
address) Santa Clara, CA 95054 USA 
Harmonized Standards Listed in the Technical Documentation 

We, the unders igned, 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 98179/ EC of the European 
Parl iament and ofthe Counci l of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are 
transposed into the Jaws of the member states. 
This declaration is made in accordance with Annex HI of the IVD Directive and is issued under the sole 
responsibility of the manufacturer. 

Signature: ~~ 
Full Name: 

Barry Simpson 

Position: Qual ity Manager 

Date of Approva l: o~. ~~ e\ . 1o16 

Date Issued: SEP 0 4 2015 

Supersedes: IRIS V4, 
Jan uary I 0, 20 14 

CELL-DYN ENZYMATIC CLEANER CONCENTRATE 
September 20 I 5 

Signature: 

Fu ll Name: 

Position: 

Date of Approval: 

Place Issued: 

Effective (Date or Lot 
Num ber): 

Jh~~ 
Marcy Jaqua 

Regulatory Affairs , Directo r 

ot./ ...5e,e .:JtJ;~ 
I 

Abbott Santa Clara 

SEP 11 2015 

Declaration of Conformity 
(IRIS V5) 

Page I of I 





 

 
 
 

Declaration of Conformity    

Product Name:                                                                              Model/Type: 

EasyLyte and accessories per attachment                        EasyLyte Na/K, Na/K/Cl, Na/K/Li, Na/K/Cl/Li,   

              Na/K/Ca/pH, Na/K/Cl/Ca/Li 

EasyElectrolytes and accessories per attachment  EasyElectrolytes Na/K/Cl, Na/K/Li 

            

Manufacturer 

 Medica Corporation 
  5 Oak Park Drive, Bedford, Massachusetts, 01730,  USA 

Representative 

EC  REP  Emergo Europe, Prinsessegracht 20, 
              2514 AP The Hague, The Netherlands 
              Tel: +31 70 345 8570 
              Fax: +31 70 346 7299 

 
Means of Conformity 
 
Medica Corporation declares that the products listed are covered by Annex III of Directive 98/79/EC. These products are  
self-certified since they are for professional use only and are not listed on Annex II, List A or Annex II, List B of Directive  
98/79/EC. In addition, they are in conformity with the Annex I, “Essential Requirements” and provisions of council Directive  
98/79/EC for In Vitro Diagnostic Medical Devices, Directive 2011/65/EU Restriction of Hazardous Substance in Electrical and  
Electronic Equipment, and the corresponding national laws of the Member States. 
 
Place and Date: Bedford, Massachusetts, USA, September 27, 2018  
 
Signature: 
 

 
______________________________ 
Name:   Photios Makris, Ph.D. 
Title:     VP, Regulatory Affairs   



 

EasyLyte Accessories   
Catalog 
No. 

Accessory EDMA Code 

2004 EasyLyte Na/K Analyzer 21 07 11 02 

2014 EasyLyte Plus Na/K/Cl Analyzer 21 07 11 02 

2015 EasyLyte Lithium Na/K/Li Analyzer 21 07 11 02 

2016 EasyLyte Calcium Na/K/Ca/pH Analyzer 21 07 11 02 

2021 EasyLyte Na/K/Cl/Li Analyzer 21 07 11 02 

2030 EasyLyte EXPAND Analyzer, Na/K/Cl/Ca-Li 21 07 11 02 

2070 EasyLyte EasySampler 21 07 11 02 

2101 EasyLyte K+ Electrode 11 04 01 06 

2102 EasyLyte Na+ Electrode 11 04 01 07 

2113 EasyLyte Cl- Electrode 11 04 01 03 

2106 EasyLyte Li+ Electrode 11 04 01 04 

2150 EasyLyte Ca++ Electrode 11 04 01 02 

2151 EasyLyte pH Electrode 11 70 31 02 

2152 EasyLyte Disposable Reference Electrode 11 04 04 01 

2103 EasyLyte Reference Electrode 11 04 04 01 

2258 EasyLyte Membrane Assembly 21 07 11 02 

2120 EasyLyte Na/K 800 ml Solutions Pack 11 04 04 02 

2121 EasyLyte Na/K/Cl 800mL Solutions Pack 11 04 04 02 

2122 EasyLyte Na/K/Li 800mL Solutions Pack 11 04 04 02 

2123 EasyLyte Na/K/Ca/pH 800mL Solutions Pack 11 04 04 02 

2028 EasyLyte Na/K/Cl/Li 400mL Solution Pack 11 04 04 02 

2109 EasyLyte Na/K 400mL Solutions Pack 11 04 04 02 

2112 EasyLyte Na/K/Cl 400mL Solutions Pack 11 04 04 02 

2115 EasyLyte Na/K/Li 400mL Solutions Pack 11 04 04 02 

2114 EasyLyte Na/K/Ca/pH 400mL Solutions Pack 11 04 04 02 

2026 EasyLyte Na/K/Cl/Li 800mL Solution Pack 11 04 04 02 

2124 EasyLyte Na/K/Cl/Ca-Li 800ml Solutions Pack 11 04 04 02 

2814 EasyQC Bi-Level Quality Control Kit 11 50 02 04  

2815 EasyQC Tri-Level Quality Control Kit 11 50 02 04 

2843 EasyLyte Quality Control Sample Cups (60) 21 07 11 02 

2118 Daily Cleaning Solution Kit 11 01 01 27 

2598 EasyLyte Daily Cleaner Cup 21 07 11 02 

2108 EasyLyte Solutions Valve 21 07 11 02 

2107 EasyLyte Sample Probe 21 07 11 02 

2257 EasyLyte Sample Detector 21 07 11 02 
 

 

   

   

   

   

   

   



   

   

   

   

 
  

EasyLyte Accessories, continued

Catalog No. Accessory EDMA Code

2104 EasyLyte Tubing Kit 21 07 11 02

2100 EasyLyte Calcium Tubing Kit 21 07 11 02

2492 EasyLyte Internal Filling Solution (125mL) 11 04 04 90

2309 EasyLyte Wash Solution (50mL) 11 04 04 90

2111 EasyLyte Urine Diluent (500mL) 11 04 04 90

2577 EasyLyte Standard Solution, Urine (50mL) 11 04 04 90

2323 EasyLyte Probe Wipers (6) 21 07 11 02

2541 EasyLyte Printer Paper (3 rolls) 21 07 11 02

2595 EasyLyte EasySampler Sample Cups, 500uL (500) 21 07 11 02

2596 EasyLyte Sample Cups 2.0mL (500) 21 07 11 02

10745 Anti-Evaporation Caps (500) 21 07 11 02

2293 EasyLyte Capillary Tubes 21 07 11 02

2590 EasyLyte Capillary Adaptor Kit 21 07 11 02

2292 EasyLyte Capillary Adaptor Cleaning Kit 21 07 11 02

2578 EasyLyte Red Dye Test Solution (50mL) 11 30 01 11

2572 EasyLyte Troubleshooting Kit 21 07 11 02

2571 EasyLyte Troubleshooting Kit (Na/K/Ca/pH and Na/K/Cl/Li) 21 07 11 02

2105 EasyLyte Quarterly Operating Kit 21 07 11 02

2095 EasyLyte Maintenace Kit 21 07 11 02

2076 EasyLyte Sample Tray 21 07 11 02

2074 EasyLyte Sample Cup Retainer Ring 21 07 11 02

7118 Daily Rinse/Cleaning Solution Kit 11 01 01 27

2544 EasyLyte C Series Printer Paper (5 rolls) 21 07 11 02

2934 EasyLyte Barcode Reader Kit 21 07 11 02



EasyElectrolytes Accessories       

Catalog No.      Accessory       EDMA Code 

4002 EasyElectrolyte Na/K/Cl Analyzer    21 07 11 02 

4003 EasyElectrolyte Na/K/Li Analyzer    21 07 11 02 

4102 Reagent Module, Na/K/Cl     11 04 04 02 

4103 Reagent Module, Na/K/Li     11 04 04 02 

7205 EasyElectrolyte/EasyStat Na+ Electrode   11 04 01 07 

7206 EasyElectrolyte/EasyStat K+ Electrode   11 04 01 06 

4203 EasyElectrolyte Cl- Electrode    11 04 01 03 

4204 EasyElectrolyte Li+ Electrode    11 04 01 04 

6204 EasyElectrolyte/EasyStat/EasyBloodGas Reference Electrode 11 04 04 01 

4207 EasyElectrolyte Spacer Electrode    11 04 01 90 

4301 EasyElectrolyte Troubleshooting Kit    21 07 11 02 

2118 Daily Cleaning Solution Kit     11 01 01 27 

4402 EasyStat/EasyBloodGas/EasyElectrolyte Red Test Dye Solution 11 30 01 11 

4403 EasyElectrolyte Urine Diluent    11 04 04 90 

2814 Bi-Level Quality Control Kit    11 50 02 04 

2815 Tri-Level Quality Control Kit    11 50 02 04 

4405 EasyElectrolyte Na/K/Cl Demonstration Kit   21 07 11 02 

4406 EasyElectrolyte Na/K/Li Demonstration Kit   21 07 11 02 

4404 EasyElectrolyte Capillary Tube Kit    21 07 11 02 

4306 EasyElectrolyte Sampler     21 07 11 02 

6504 EasyBloodGas/EasyElectrolyte Pump Tube   21 07 11 02 

6505 EasyStat/EasyBloodGas/EasyElectrolyte Printer Paper  21 07 11 02 

4506 EasyElectrolyte Sensor Module     21 07 11 02 

4507 EasyElectrolyte Valve Module    21 07 11 02 

4508 EasyStat/EasyBloodGas/EasyElectrolyte Compression Plate 21 07 11 02 

7302 Probe Wipers      21 07 11 02 

4522 EasyElectrolyte Daily Cleaner Sample Cups   21 07 11 02 

4539 EasyElectrolyte Sensor Module, Li+    21 07 11 02 

6537 EasyElectrolyte/EasyStat/EasyBloodGas Serial Cable, 9-pin 21 07 11 02 

6520 EasyElectrolyte/EasyStat/EasyBloodGas Barcode Reader Kit 21 07 11 02 

 



 

This is to certify that the quality management system of: 
Medica Corporation 
Main Site: 5 Oak Park Drive 

Bedford, Massachusetts 01730 United States 

 

has been assessed by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The quality management system is applicable to: 

 

The Design, Development, Manufacture, Service, Distribution of in-vitro 

diagnostic medical devices, in-vitro diagnostic test kits, in-vitro diagnostic 

reagents, in-vitro diagnostic analyzers/software used in the diagnosis and 

management of cancer, immune status, disease status, autoimmune 

status, cardiac markers, protein metabolism, endocrine disorders, blood 

analytes, urinalysis, blood gases. 

Certificate Number: 

0082581-01 

Initial Certification Date: 

2009-04-17 

Certificate Issue Date: 

2019-01-01 

Certificate Expiry Date: 

2021-04-16 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  

 

Calin Moldovean 

President 

Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 
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