
 

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 

 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

ASO Latex kit 031100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

RF Latex kit 830100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



 

 

EC DECLARATION OF CONFORMITY 
 
Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:  
 

Product name Catalogue number 

CRP Latex kit 850100A 

 
 
has been classified as non List A, non List B (Directive 98/79/EC, Annex II) 
and complies with the essential requirements and provisions of Directive 
98/79/EC of the European Parliament and of the Council (also SI 2002 
No.618 which transposes the requirements of Directive 98/79/EC). 
 
and is in conformity with the national standards transposing harmonised 
standards: 
 

 BS EN 980:2008 

 BS EN ISO 13485:2012 

 BS EN 13612:2002 

 BS EN 13640:2002 

 BS EN 13641:2002 

 BS EN ISO 14971:2012 

 BS EN ISO 18113, parts 1&2 
 
The conformity assessment procedure performed was in accordance with 
Annex III of Directive 98/79/EC. 
  
This declaration of conformity is issued under the sole responsibility of Lorne 
Laboratories Ltd and is valid from 13 April 2016. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 



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- 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- 0163 DC DOI 2014/05 (8)                     

 
 
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 
5265 Thromboplastin LI 55983            
5265H Thromboplastin LI 55983               
5267 Thromboplastin LI 55983               
5269 Thromboplastin LI 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: 07 May 2014 
 

 

 

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- 0511 DC DOI 2013/08 (3)                     

 
 
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 
                  
5376 Clauss Fibrinogen 100 55997 
5376H Clauss Fibrinogen 100 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 

 



POLISH CENTRE FOR TESTING AND CERTIFICATION 02-844 Warsaw, 469 Puławska Street, tel. +48 22 46 45 200, e-mail:pcbc@pcbc.gov.pl 

 

EC Certificate No.  1434-IVDD-075/2022 
Full Quality Assurance System 
Directive 98/79/EC concerning 

in vitro diagnostic medical devices 

Polish Centre for Testing and Certification certifies 
that the quality assurance system in the organization: 

Lorne Laboratories Ltd 
Unit 1 Cutbush Park Industrial Estate 

Danehill 
Lower Earley 

Berkshire  RG6 4UT,   UNITED KINGDOM 
 

for the design, manufacture and final inspection of in vitro diagnostic medical device 
List A 

 
The list of medical devices covered by this certificate is provided  

in the Annex 1 to EC Design-examination Certificate No. 1434-IVDD-074/2022 

complies with requirements 
of Annex IV (excluding Section 4, 6) to Directive 98/79/EC (as amended)  

implemented into Polish law,  
as evidenced by the audit conducted by the PCBC 

Validity of the Certificate:  from 28.04.2022  to  27.05.2025 

The date of issue of the Certificate: 28.04.2022  

The date of the first issue of the Certificate: 10.04.2019 
 

 
 
Issued under the Contract No. MD-004/2022        
Application No: 505/2022 
Certificate bears the qualified signature. 
Warsaw, 28/04/2022 
Module H7  

 
 

 
 
 
 
 
 
 

President 
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