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Declaration of CE conformity 

 
 
Avantor Performance Materials B.V. reg. No. 38013066 who is an established manufacturer of 

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at: 

 

Teugseweg 20 

7418 AM Deventer 

the Netherlands 

 

herewith declares the following: 

 

The reagents (see attached list) are labeled with the J.T. Baker label and have the CE mark on the label 

where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC 

and the conformity assessment procedure according to Annex III. 

The products are not part of List A and List B of Annex II of the IVD Directive 98/79/EC but are subject to 

self registration. 

This declaration is valid for all the IVD medical devices described above and which are placed on the 

market by ourselves on or after the date hereof and which bear the CE marking. 

 

Deventer, the Netherlands. 

22 November 2011 

 

 
 
Dr. J. Mittendorf 
QA & RA Manager 
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J.T.Baker product list for CE marked products 
 
Prod.no. Product Pack size 
Reagents for diluting and lysing 
3961 Diluid™ 100 Plus 20 liter 
3954 Diluid 590 20 liter 
3969 Diluid 610 20 liter 
3430.9010 Diluid Abacus 10 liter 
3430.9020 Diluid Abacus 20 liter 
3996 Diluid AC 900 20 liter 
3996.9010PC Diluid AC 900 10 liter 
3476.9020PC Diluid APR 20 liter 
3957 Diluid Azide free 20 liter 
3958 Diluid Azide free 10 liter 
3963.9010 Diluid III Diff 10 liter 
3963 Diluid III Diff 20 liter 
3974 Diluid III Diff Seaccontainer  20 liter 
3459.9020 Diluid Erma 20 liter 
3483.9020PC Diluid NR 20 liter 
3439.9020PC Diluid Mindray 20 liter 
3832.9020 Diluid Sheath 3200-4000 20 liter 
3976 Diluid ST 1600/2000 20 liter 
3496.9020PC Diluid M5 20 liter 
3495.9010PC Sheath D 10 liter 
3826 Sheath Fluid 3000/3500 20 liter 
3826.5000 Sheath Fluid 3000/3500 5 liter 
3827.5000PC LeucoLyse 5 liter 
3998 CN-free Lyse Diff AC 900 5 liter 
3744 CyMet™ 1000 CN free 5 liter 
3773.5000PC CyMet 4500 CN free 5 liter 
3824 CyMet 3000 10 liter 
3823.1000 CyMet 3200 CN free 1 liter 
3825 CyMet 3500 CN free 5 liter 
3839.5000PC CyMet 3500 5 liter 
3975 CyMet 530+ CN free 10 liter 
3971 CyMet 590 CN free  5 liter 
3970 CyMet 610 CN free 10 liter 
3977 CyMet 610 CN free 5 liter 
3918.5000 CyMet 9000 CN free  5 liter 
3431.1000 CyMet Abacus CN free 1 liter 
3444.1000PE CyMet Abacus EO 1 liter 
3445.1000PE CyMet Abacus Baso 1 liter 
3477.0500PE CyMet APR CN free 500 ml 
3478.1000PE CyMet APR EO 1 liter 
3479.1000PE CyMet APR Baso II 1 liter 
3755 CyMet Automated 5 liter 
3757 CyMet Automated 500 ml 
3780 CyMet Automated CN Free 1 liter 
3460.0500 CyMet Erma 500 ml 
3841.1000PE CyMet H12 CN Free 1 liter 
3842.1000 EO Reagent Autocounter 1 liter 
3853.1000 CyMet H20 1 liter 
3968 CyMet III Diff 1 liter 
3964 CyMet III Diff 5 liter 
3972.1000 CyMet III Diff CN free 1 liter 
3972.5000 CyMet III Diff CN free 5 liter 
3740.0500 CyMet KX CN Free 500 ml 
3852.1000 CyMet Micro 1 liter 
3852.0500 CyMet Micro 500 ml 
3857.1000 CyMet Micro CN free 1 liter 
3857.0500 CyMet Micro CN free 500 ml 

   
3863.1000 CyMet Micro CN free 1L micros 
3440.0500PE CyMet Mindray CN Free 500 ml  
3441.0500PE CyMet Mindray  500 ml  
3480.5000PC CyMet SF Baso 5L 
3481.5000PC CyMet SF Diff 1 5L 
3482.0500PE CyMet SF Diff 2 500 ml 
3775.1000 CyMet ST 1600/2000 1 liter 
3759.1000 CyMet ST 1600/2000 CN free 1 liter 
3759.5000 CyMet ST 1600/2000 CN free 5 liter 
3788 CyMet STX/STL 1 liter 
3919 CyMet STX/STL 5 liter 
3484.1000PE CyMet NR III 1 liter 
3486.1000PE CyMet NR III, CN Free 1 liter 
3485.1000PE CyMet NR V 1 liter 
3497.0500PE CyMet MH CN Free 500 ml 
3489.1000PE CyMet MBA 1 liter 
3487.1000PE CyMet MD(I) 1 liter 
3488.0500PE CyMet MD(II) 500 ml 
3077 LyzerGlobin™ 500 ml 
3769 LyzerGlobin 6 x 15 ml 
3771 LyzerGlobin PCE 6 x 15 ml 
3770 LyzerGlobin II 10 x 10 ml
3850 LyzerGlobin CN free 6 x 15 ml 
Cleaners   
3766.0500 DetectoTerge 500 ml 
3763 DetectoTerge 5 liter 
3766 DetectoTerge 1 liter 
3900 ProClean™  5 liter 
3768.1000 ProClean 1L micros 
3867.1000PE ProClean Extra 1L micros 
3862.1000 ProClean Extra 1 liter 
3862.5000 ProClean Extra 5 liter 
3901 ProClean Plus  100 ml 
3902.0100PE ProClean CD  100 ml 
3432.5000 ProClean Abacus 5 liter 
3946 Blanking Solution Hgb 20 liter 
3947 Blanking Solution 1600/2000 20 liter 
3917 Hypochlorite 0.5% 1liter 
3917.5000 Hypochlorite 0.5% 5 liter 
3936.1000 Hypochlorite 5% 1liter 
3442.5000PE Rinse Mindray 5 liter 
3915 Rinsing Solution Serono 9000 20 liter 
3941.1000PE HypoChlorite NR 1 liter 
3941.5000PC HypoChlorite NR 5 liter 
3498.1000PE ProClean MX5 1 liter 
Reagents for 5-part WBC diff.  on STKS and MaxM. 
3938 RBCLyse™ 1 liter 
3938G.1000PE RBCLyse G 1 liter 
3939 WBCStabilise™ 500 ml 
3492.0090        RetiCount MH  6 x 15 ml 
3493.0500PE  RetiClear MHG 500 ml 
3493.1000PE  RetiClear MHG 1 liter 
3494.0200PE RetiCount G 200 ml 
3774 Reticount™ 30 ml 
3777 Reticount CD 15 x 3.5 ml
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Hematology Controls 
3721/3722/3723 8 PMC Low/Normal/High 8 ml 
3724/3725/3726 8 PMC Low/Normal/High 2.5 ml 
3633/3634/3635 8 PMC Low/Normal/High ext 2.5 ml 
3701/3702/3703 8 PMC Low/Normal/High 4.5 ml 
3922/3923/3924 8 PMC L/N/H Swelab 4.5 ml 
3746 8 PMC 1 x L,1 x N,1 x H 3 x 2.5 ml 
3747 8 PMC 4 x Normal 4 x 2.5 ml 
3748 8 PMC 4 x Normal 4 x 8 ml 
3749 8 PMC 4 x Low 4 x 2.5 ml 
3751 8 PMC 1x L, 4 x N, 1x H 6 x 2.5 ml 
3734/3735/3736 3-Diff Control L/N/H 2.5 ml 
3630/3631/3632 3-Diff Control L/N/H ext 2.5 ml 
3820/3821/3822 3-Diff Control L/N/H 4.5 ml 
3752 3-Diff Control 4 x Low 4 x 2.5 ml 
3753 3-Diff Control 4 x Norm 4 x 2.5 ml 
3754 3-Diff Control 4 x High  4 x 2.5 ml 
3782/3783/3784 CA-Diff Control L/N/H 4.5 ml 
3607/3608/3609 CA-Diff Control L/N/H 2.5 ml 
3610/3611/3612 DIA Diff 5 Control L/N/H 4.5 ml 
3731/3732/3733 XE-Diff Control L/N/H 4.5 ml 
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml 
3613/3614/3615 BC Diff 5 Control L/N/H 4.5 ml 

3684/3685/3686 ADV-Diff Control L/N/H 3.5 ml 
3690/3691/3692 ADV Retic 1/2/3 4.0 ml 
3828/3829/3830 CD-Diff Control 3.0 ml 
3838 CD-Diff Control 2x L,N,H 6 x 3.0 ml 
3687/3688 CD 4K Retic 1/2 3.0 ml 
3892/3893/3894 AC-Diff Control 2.5 ml 
3896/3897/3898 K-Diff Control 2.5 ml 
3696/3697 WBC reduced Plt Control L/H 3.0 ml 
3698/3699 WBC reduced RBC Control 

L/H 
3.0 ml 

Laser controls for Coulter MaxM, GenS and STKS 
3681/3682/3683 5D Control Low /N /H 5.0 ml 
Calibration Set for Cell Analysers. 
3940 Cal Set 1 2 x 2.5 ml 
3720 Platelet Control Ext. value 5 x 3 ml 
Phosphate Buffered Saline. 
3059 PBS, diluting fluid for 

bloodgrouping 
20 liter 

3059.9010PC PBS, diluting fluid for 
bloodgrouping 

10 liter 

 

--------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
 

Number Product Content
  Stains and Dyes  
3554.1000PE Papanicolaou Solution 2A 1 liter 
3554.2500PE Papanicolaou Solution 2A 2.5 liter 
3554.9200PE Papanicolaou Solution 2A 200 liter 
3555.1000PE Papanicolaou Solution 2B 1 liter 
3555.2500PE Papanicolaou Solution 2B 2.5 liter 
3556.1000PE Papanicolaou Solution 3B 1 liter 
3556.2500PE Papanicolaou Solution 3B 2.5 liter 
3556.9200PE Papanicolaou Solution 3B 200 liter 
3800.1000PE Eosine-Y Alcoholic 1 liter 
3800.2500PE Eosine-Y Alcoholic 2.5liter 
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter 
3871.1000 Eosine Solution 0.2% ready to 

use 
1 liter 

3871.2500 Eosine Solution 0.2% ready to 
use 

2.5 liter 

3856.0100 Giemsa 0.1 liter 
3856.0500 Giemsa 0.5 liter 
3856.1000 Giemsa 1 liter 
3856.2500 Giemsa 2.5 liter 
3870.1000 Hematoxyline er (Mayer) 1 liter 
3870.2500 Hematoxyline er (Mayer) 2.5 liter 
3873.1000 Hematoxyline (Harris, Gill II)  1 liter 
3873.2500 Hematoxyline (Harris, Gill II)  2.5 liter 
3879.1000 Leishman 1 liter 
3855.0500 May Grünwald 0.5 liter 
3855.1000 May Grünwald 1 liter 
3855.2500 May Grünwald 2.5 liter 
   
   

   
3864.1000 Papanicolaou 2A OG6 1 liter 
3864.2500 Papanicolaou 2A OG6 2.5 liter 
3865.1000 Papanicolaou 2B Orange II 1 liter 
3865.2500 Papanicolaou 2B Orange II 2,5 liter 
3866.1000 Papanicolaou 3B EA 50 1 liter 
3866.2500 Papanicolaou 3B EA 50 2,5 liter 
3876.1000 Shorr 1 liter 
3878.1000 Wright 1 liter 
  Clearing agent   
3905.2500PE UltraClear 2.5 liter 
3905.5000PE UltraClear 5 liter 
3905.9010PE UltraClear 10 liter 
3905.9200 UltraClear 200 liter 
  Mounting media  
3921.0500 UltraKitt 500 ml 
3921.0600 UltraKitt 6 x 100 

ml 
  Fixatives  
3933.1000 10% v/v Buffered 

Formaldehyde 
1 liter 

3933.5000PC 10% v/v Buffered 
Formaldehyde 

5 liter 

3933.9010 (PE) 10% v/v Buffered 
Formaldehyde 

10 liter 
(PE) 

3933.9020 (PE) 10% v/v Buffered 
Formaldehyde 

20 liter 
(PE) 

3869.1200 Cervix Fixative 12 x 125 
ml 

3880.1000 Bouin’s Fixative 1 liter 
3058.9010 Immuno PBS 20x 

concentrated 
10 liter 

 
 
22 November 2011 



 

To whom this may concern
 
Date: March 01, 2021 Letter of Authorization
 
Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established 
manufacturer of Hematology- Reagents, Stains, Controls and Calibrators and products for 
Histology located at: 
 
Sowińskiego 11 

44-101 Gliwice 

Poland 

 
herewith confirms that: 
 
I.M Global Biomarketing Group Moldova S.R.L 
Republic of Moldova 

MD-2001, Chisinau 

Tighina str. 65, 607 office 

Tel (373 22 ) 549 120, 549 121 

Fax (373 22 ) 547 373 

 
is authorized to act as our distributor for our hematology/histology reagents and controls 
(Products) in Moldova 

. 
We declare that we will supply the Products for the needs of tenders. 
We declare that we will supply the Products for tenders with warranty as 
General Conditions of Sale. 
 
Furthermore I.M Global Biomarketing Group is duly entitled to:
 Register, promote, offer, negotiate prices and sell our Products in Moldova;
 carry out the required product training of the medical and technical p

use these products.
 
The product specialists of I.M Global Biomarketing Group have been duly trained and are 
qualified for providing all services in regards to consulting, sales, maintenance and training.
 
In all the above activities I.M Global Biomarketing Group is acting in its own name and on its 
own account. 
This authorization letter is valid until about 1 year after date.
 
Avantor Performance Materials S.A. 
Poland  
 
 
 
 
 
 
H van den Berg, 
Marketing Product Manager Diagnostics

To whom this may concern 

Letter of Authorization 

Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established 
Reagents, Stains, Controls and Calibrators and products for 

I.M Global Biomarketing Group Moldova S.R.L 

thorized to act as our distributor for our hematology/histology reagents and controls

We declare that we will supply the Products for the needs of tenders. 
We declare that we will supply the Products for tenders with warranty as per the Avantor 

Furthermore I.M Global Biomarketing Group is duly entitled to: 
Register, promote, offer, negotiate prices and sell our Products in Moldova;

carry out the required product training of the medical and technical personnel who will 

The product specialists of I.M Global Biomarketing Group have been duly trained and are 
qualified for providing all services in regards to consulting, sales, maintenance and training.

Global Biomarketing Group is acting in its own name and on its 

This authorization letter is valid until about 1 year after date. 

Avantor Performance Materials S.A. 

Marketing Product Manager Diagnostics 

Avantor Performance Materials Poland S.A., reg. No. 0000010108 who is an established 
Reagents, Stains, Controls and Calibrators and products for 

thorized to act as our distributor for our hematology/histology reagents and controls 

per the Avantor 



ersonnel who will 

The product specialists of I.M Global Biomarketing Group have been duly trained and are 
qualified for providing all services in regards to consulting, sales, maintenance and training. 

Global Biomarketing Group is acting in its own name and on its 





















































  

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. 

 

 

 
 

  

   

 



  

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 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 

The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that 

 
Abbott GmbH 
Max-Planck-Ring 2 
65205 Wiesbaden 

Germany 

has established and applies 
a Quality Management System for 

Design and Development, Manufacture and Warehousing of  
In-vitro Diagnostic Reagents for Clinical Chemistry,  

Immunochemistry, Hematology and Infectious Immunology.  
The provision of Warehousing and Distribution services of 
In-Vitro Diagnostic Medical Devices and Medical Devices 

including the sites and scope of application see enclosure. 

An audit was performed, Order No. 707151799. 

Proof has been furnished that the requirements 
according to 

ISO 9001:2015 

are fulfilled. 

The certificate is valid from 2022-09-14 until 2024-09-30. 

Certificate Registration No.: 12 100 64551 TMS. 

 

 

 

  

 
Head of Certification Body 

Munich, 2022-09-15 
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Enclosure of Certificate Registration No.: 
12 100 64551 TMS 

 Sites Scope of application 

 Abbott GmbH 
Max-Planck-Ring 2 
65205 Wiesbaden 
Germany 

Design and Development, Manufacture and Warehousing of 
In-vitro Diagnostic Reagents for Clinical Chemistry, 
Immunochemistry, Hematology and Infectious Immunology 

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

The provision of Warehousing and Distribution services of  
In-Vitro Diagnostic Medical Devices and Medical Devices 

 

  

 

  

 

  

 

  

 

  

 

  

  

 
Head of Certification Body 

Munich, 2022-09-15 
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Certificate
No. Q5 010051 0139 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

Holder of Certificate: Abbott GmbH
Max-Planck-Ring 2
65205 Wiesbaden
GERMANY

Certification Mark:

 

Scope of Certificate: Design and Development, Manufacture and 
Warehousing of In-vitro Diagnostic Reagents for 
Clinical Chemistry, Immunochemistry, Hematology 
and Infectious Immunology. The provision of 
Warehousing and Distribution services of In-vitro 
Diagnostic medical devices and medical devices.

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 010051 0139 Rev. 00  

Report No.: 713250782

Valid from: 2022-09-05
Valid until: 2024-09-30

Date, 2022-09-05 Christoph Dicks

Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20010051%200139%20Rev.%2000%C2%A0


Certificate
No. Q5 010051 0139 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH � Certification Body � Ridlerstraße 65 � 80339 Munich � Germany

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

Facility(ies): Abbott GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

Design and Development, Manufacture and Warehousing of 
In-vitro Diagnostic Reagents for Clinical Chemistry, 
Immunochemistry, Hematology and Infectious Immunology.

Abbott Diagnostics GmbH
Max-Planck-Ring 2, 65205 Wiesbaden, GERMANY

The provision of Warehousing and Distribution services of In-vitro 
Diagnostic medical devices and medical devices.

./.

















This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI National Accreditation Board.
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This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.
Maidstone 50

5026 SK Tilburg

The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and 

supporting hardware, including installation-, service- and maintenance activities for the 

pharmaceutical and biotech industry.

has been assessed and approved by 

National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015 

For and on behalf of NQA, USA

K
16880Certificate Number:

34EAC Code:

March 22, 2012Certified Since:

March 19, 2024Valid Until:

March 20, 2021Reissued:

March 20, 2021Cycle Issued:
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