
Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13

Page: 1 of 2

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

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

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk


Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Sunderland Enterprise Park
Colima Avenue
Sunderland
SR5 3XB
United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Certificate No: MD 69326

Location Registered Activities

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13

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

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

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk


 

Declaration of Conformity 
 

HL-7- 0135 DC DOI 2013/10 (6)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5183 Routine Control SA 30590      
       
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 31st October 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0137 DC DOI 2013/10 (6)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5186 Routine Control N  30590      
       
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 31st October 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0138 DC DOI 2013/10 (6)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5187 Routine Control A  30590      
       
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 31st October 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0640DC DOI 2015/07 (1)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5504R Calibration Plasma 55995 
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 30 Jul 2015  
 

 
Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7-0664DC DOI 2015/08 (1)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5267L Thromboplastin L 55983 
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 06 Aug 2015 

 

 
Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 



 

Declaration of Conformity 
 

HL-7- 0512 DC DOI 2013/08 (4)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5556 Clauss Fibrinogen 50 55997 
5556H Clauss Fibrinogen 50 55997 
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 

 
 
Full Name: M.J. Stephenson    Title: Managing Director 

 
 
Signed:       Date: 05 Aug 2013 
 

 

 

Tel +44 (0)191 482 8440 

Fax +44 (0)191 482 8442 

info@helena-biosciences.com 

www.helena-biosciences.com 

 

Helena Biosciences Europe 

Queensway South, Team Valley Trading Estate,  

Gateshead, Tyne and Wear, NE11 0SD, 

United Kingdom 

 







Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

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

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

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

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12

Page: 1 of 2

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

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

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk


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

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

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

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

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

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba
270-2214
Japan

Design and Development of in vitro diagnostics products
including test kits and reagents.

Certificate No: MD 743461

Location Registered Activities

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12

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

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

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk












Current issue date: 22 June 2021 Original approval(s):
Expiry date: 21 June 2024 ISO 13485 - 9 June 2019 
Certificate identity number: 10361225

Certificate of Approval

Paul Graaf

Chief Operating Officer, Management Systems, MSIS

Issued by: Lloyd's Register Nederland B.V.

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

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 Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance 
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 1 of 2

This is to certify that the Management System of:

ELITechGroup B.V.
Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

has been approved by Lloyd's Register to the following standards:

ISO 13485:2016 
Approval number(s): ISO 13485 – 00020722

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.

The scope of this approval is applicable to:

Design, development and manufacturing of clinical chemistry analyzers, contract manufacturing of erythrocyte sedimentation rate 
analyzers and warehousing of erythrocyte sedimentation rate tubes for the in vitro diagnostic investigation of samples of human 
origin.



Certificate identity number: 10361225

Certificate Schedule

    

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 Nederland B.V., K.P. van der Mandelelaan 41a, 3062 MB Rotterdam, The Netherlands for and on behalf of: Lloyd's Register Quality Assurance 
Limited, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom

Page 2 of 2

Location Activities

ELITechGroup B.V.
Van Rensselaerweg 4, 6956 AV Spankeren, The Netherlands

ISO 13485:2016
Design, development and manufacturing of clinical 
chemistry analyzers, contract manufacturing of 
erythrocyte sedimentation rate analyzers and 
warehousing of erythrocyte sedimentation rate tubes for 
the in vitro diagnostic investigation of samples of human 
origin.

ELITechGroup B.V.
Kanaaldijk 90, 6956 AX Spankeren, The Netherlands

ISO 13485:2016
Design, development and manufacturing of clinical 
chemistry analyzers, contract manufacturing of 
erythrocyte sedimentation rate analyzers and 
warehousing of erythrocyte sedimentation rate tubes for 
the in vitro diagnostic investigation of samples of human 
origin.

 

 









DATA SHEET 

 

 

CUVETTES FOR COAGULOMETER TECO®, DIAMED®, 

DIALAB® 

In polystyrene with high optical transparency. 

Cod. Type Vol. ml Dim. mm 

5951 1 cell 0.8 Ø 10 x 23.4 

5961 2 cells 0.6 Ø 10 x 23.4 x 29.7 

 

https://www.aptaca.com/images/categorie/708.jpg










10/020 h 04 oa @ TUV. TUEV and TUV eve registered trademarks‚ Ulihsanon and apphca\lon requires pnor apprnval

EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»

.\°“d LGA

R
bein/anod

Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2



m/uzo h 04.03 @ TÜV: TUEV and TUV are registered trademarks. Unirsatlon and application lequrres prior approval

EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.

Page 2 of 2
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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Neumann-Neander-Str. 6-8 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, production and distribution  

of products for filtration, rapid tests, water analysis, 

chromatography and bioanalysis 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

  

 2020-05-25   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 MACHEREY-NAGEL GmbH & Co. KG 

Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/02 MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 
 

Design, development, production  
and distribution of products for filtration, 
rapid tests, water analysis. 
Service and administration 

/03 MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 
 

Waste disposal 

/04 MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 
 

Storage 

/05 MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 
 

Production 

 

 2020-05-25    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 
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