












 

Accredited Body: DQS GmbH, August-Schanz-Straße 21, 60433 Frankfurt am Main, Germany  1 / 9
 

 

CERTIFICATE 

This is to certify that 
 

 
 

VWR International Europe bv 
 

Researchpark Haasrode 2020 
Geldenaaksebaan 464 
3001 Leuven 
Belgium 
 
with the organizational units/sites as listed in the annex 
has implemented and maintains a Quality Management System.  

Scope: 
Sales and supply of branded and private label chemicals, consumables, laboratory equipment, 
furniture, and medical devices from global leading developers and manufacturers of those 
products to customers in biopharma, healthcare, advanced technology and applied materials, 
education and government; manufacture of private label products, primarily laboratory and 
production chemicals including custom manufacturing solutions used in biopharmaceutical and 
industrial applications and production processes; provide value-added service offerings such as 
client outsourced activities: including sourcing and procurement, logistics, chemical and 
equipment tracking, lab and production services, scientific services and sample management; 
technical services in-house and at customer sites including installation, maintenance, 
qualification, calibration and repair of laboratory equipment 
 

Through an audit, documented in a report, it was verified that the management system 
fulfills the requirements of the following standard: 
 
 

ISO 9001 : 2015 

 

Certificate registration no. 

Valid from 

Valid until 

Date of certification 

530840 QM15 

2021-08-04 

2024-06-28 

2021-08-04 

 

DQS GmbH 
 

   
Markus Bleher 
Managing Director  
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Location Scope 

530842 
VWR International GmbH 
Graumanngasse 7 
1150 Wien 
Austria 

 
Sales and supply; Lab and Production 
Services 

530843 
VWR International GmbH 
Zimbagasse 5 
1210 Wien 
Austria 

 
Distribution; Technical Services 
 

530841 
VWR International bv 
Researchpark Haasrode 2020 
Geldenaaksebaan 464 
3001 Leuven 
Belgium 

 
Sales and supply; 
Distribution; 
Manufacture; 
Lab and Production Services; 
Technical services 
 

531223 
VWR International GmbH 
Rue de Rive 18 
1260 Nyon 
Switzerland 

 
Sales and supply 

531224 
VWR International GmbH 
Grabenstraße 1 
8952 Schlieren 
Switzerland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531221 
VWR International GmbH 
Lerzenstraße 16 / 18 
8953 Dietikon 
Switzerland 

 
Sales and supply 
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Location Scope 

530844 
VWR International s.r.o. 
Praská 442 
281 67 Stribrná Skalice 
Czech Republic 

 
Sales and supply; 
Distribution; 
Kitting Services; 
Technical services 
 

530847 
VWR International s.r.o. 
Pivovarská 30 
75661 Rožnov prod Radhoštêm 
Czech Republic 

 
Sales and supply 

530868 
VWR International GmbH 
Großenhainer Straße 99 
01127 Dresden 
Germany 

 
Sales and supply 

530869 
VWR International GmbH 
Wöhlerstraße 42 
30163 Hannover 
Germany 

 
Sales and supply 

530867 
VWR International GmbH 
Hilpertstraße 20A 
64295 Darmstadt 
Germany 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

539946 
VWR International GmbH 
Heinrich-Blanc-Straße 40 
76646 Bruchsal 
Germany 

 
Distribution 
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Location Scope 

530865 
VWR International GmbH 
John-Deere-Straße 5 
76646 Bruchsal 
Germany 

 
Sales and supply; 
Distribution 
 

530866 
VWR International GmbH 
Vichystraße 2 
76646 Bruchsal 
Germany 

 
Distribution 

530870 
VWR International GmbH 
Fraunhoferstr.11 
85737 Ismaning 
Germany 

 
Sales and supply 

530871 
VWR International GmbH 
James-Franck-Ring 9 
89081 Ulm 
Germany 

 
Sales and supply 

530859 
VWR International A/S 
Tobaksvejen 21 
2860 Søborg 
Denmark 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531213 
VWR International Eurolab, S.L. 
C/ De la Technología, 5-17A7 - Llinars Park 
08450 Llinars Del Vallès Barcelona 
Spain 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
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Location Scope 

530860 
VWR International Oy 
Valimotie 9 
00380 Helsinki 
Finland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

530863 
VWR International S.A.S. 
Europarc 
26 Avenue Leonard de Vinci 
33608 Pessac Cedex 
France 

 
Sales and supply 

530861 
VWR International S.A.S 
Chemin de la Croix Saint-Marc 
Z.l. de Vaugereeau 
45250 Briare-le-Canal 
France 

 
Distribution; Manufacture 
 

530862 
VWR International S.A.S 
Immeuble Estréo, 
1-3 Rue d'Aurion 
93110 Rosny-sous-Bois 
France 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531226 
VWR International Ltd 
VWR House 
Warren Court 
Feldspar Close 
Enderby 
LE19 4SD 
Leicester 
United Kingdom 

 
Sales and supply 
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Location Scope 

531228 
LAB3 Service 
1 Dragon Court 
Crofts End Road 
St George 
Bristol 
BS5 7XX 
United Kingdom 

 
Lab and Production Services; 
Technical services 
 

531225 
VWR International Ltd. 
Customer Service Centre 
Hunter Boulevard 
Magna Park 
Lutterworth, Leicestershire 
LE17 4 XN 
United Kingdom 

 
Sales and supply; 
Distribution; 
Manufacture; 
Lab and Production Services; 
Technical services 
 

531227 
VWR International Ltd. 
14 Media Village 
Liscombe Park 
Soulbury 
Leighton Buzzard 
LU7 0GA 
United Kingdom 

 
Sales and supply 

540366 
VWR International 
Medical Equipment Supplies and 
Management 
The Solutions Buckshaw Village, Chorley 
Chorley 
PR7 7EL 
United Kingdom 

 
Sales and supply; 
Distribution; 
Technical Services 
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Location Scope 

531229 
Basan - the cleanroom division of VWR 
Units 2 & 3 Newton Court 
Basingstoke 
RG24 8GF 
United Kingdom 

 
Sales and supply; 
Distribution; 
Manufacture 
 

546015 
Hichrom Ltd 
1-3 The Markham Centre, Station Road, 
Theale, 
Reading, Berkshire 
RG7 4AB 
United Kingdom 

 
Manufacture of UHPLC and HPLC columns 
with lot traceability. Procurement and 
distributor for UHPLC and HPLC columns 
and associated solvents, packing materials 
and accessories with lot traceability 

531198 
VWR International Kft. 
Simon Lászlo utca 4 
4034 Debrecen 
Hungary 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531199 
VWR International Ltd 
Orion Business Campus 
Northwest Business Park 
Ballycoolin, Blanchardstown 
Dublin 15 
Ireland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531200 
VWR International (Northern Ireland) Ltd 
19 Clarendon Street 
Derry BT4 87EP 
Ireland 

 
Sales and supply 
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Location Scope 

531201 
VWR International s.r.l. 
Via San Giusto 85 
20153 Milano 
Italy 

 
Sales and supply; 
Lab and Production Services; 
Technical Services; 
Manufacture 

531203 
VWR International B.V. 
Orlyplein 85 
1043 AP Amsterdam 
Netherlands 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531205 
VWR International AS 
Brynsalleen 4 
0667 Oslo 
Norway 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531206 
VWR International AS 
Kokstadtflaten 35 
5152 Bønes (Bergen) 
Norway 

 
Sales and supply 

531207 
VWR International AS 
Leirfossvegen 27 
7038 Trondheim 
Norway 

 
Sales and supply 

531211 
VWR International Sp. z. o.o. 
Limbowa 5 
80-175 Gdańsk 
Poland 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
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Location Scope 

531212 
VWR International Sp. z. o.o. 
Aleja Niepodległości 606/610 
81-879 Sopot 
Poland 

 
Distribution 

531208 
VWR International 
Material De Laboratorio, LDA 
Centro Empresarial de Alfragide 
Rua da Industria, nº 6 
2610-088 Alfragide 
Portugal 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531217 
VWR International AB 
Fagerstagatan 18A 
163 94 Stockholm 
Sweden 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531220 
VWR International AB 
Skiffervägen 12 
224 78 Lund 
Sweden 

 
Sales and supply 

531218 
VWR International AB 
Varbergsgatan 2 
412 65 Göteborg 
Sweden 

 
Sales and supply 

531219 
VWR International AB 
Nordiskt Centrallager 
Gjuterigatan 3 (Bofors Industriområde) 
691 50 Karlskoga 
Sweden 

 
Distribution 

 
 
 



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:



 

This is to certify that the management system of: 
Awareness Technology, Inc. 

Main Site: 1935 SW Martin Highway 

Palm City, Florida  34990 USA 

Additional site:  2325 SW Martin Highway, Palm City, Florida 34990 USA 

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, distribution, installation and 

service of IVDD General Laboratory Instruments.   

Additional site: Manufacturing, Quality   Control, Distribution, Shipping, 

Installation and Service. 

 

Certificate Number: 

9362-8 

Initial Certification Date: 

March 28, 2012 

Date of Certification Decision: 

March 24, 2021 

Issuing Date: 

March 27, 2021 

Valid Until: 

March 27, 2024 

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.  

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17 

 

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

 



 

 
 
 

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 management system of: 
Medica Corporation 
(FIN F002402) 

Main Site: 5 Oak Park Drive, Bedford, Massachusetts, 01730, United States 

Additional Site: 3 Oak Park Drive, Bedford, Massachusetts, 01730, United States  

has been registered by Intertek, an MDSAP recognized auditing organization, 
as conforming to the requirements of: 
 

ISO 13485:2016  

Brazil: Federal Law n. 6360/76; RDC ANVISA n. 16/2013; RDC ANVISA n. 23/2012; 

RDC ANVISA n. 67/2009; RDC ANVISA n. 56/2001 

Canada: Medical Devices Regulations – Part 1- SOR 98/282 

United States: 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 (Subparts A to D) 

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

The management system is applicable to: 

Design, Development, Manufacture, Service, Installation and Distribution of 

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

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

and management of cancer, immune status, disease status, autoimmune 

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

analytes, urinalysis, blood gases.   

 

Certificate Number: 

0089217-01 

Initial Certification Date: 

2019-04-19 

Date of Certification Decision: 

2022-03-24 

Certification Effective Date: 

2022-04-18 

Certification Expiry Date: 

2025-04-18 

Calin Moldovean 
President, Business Assurance 
 
Intertek Testing Services NA, Inc.  
900 Chelmsford Street 
Lowell, MA, USA 01851 

 

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. Validity of this certificate may be verified at http://www.intertek.com/business-assurance/certificate-validation/ 

CT-MDSAP-2016-NA-EN-LT-P-3.JUN.21 

 

http://www.intertek.com/business-assurance/certificate-validation/
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