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CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 8

GMED certifie que le système de management de la qualité développé par

GMED certifies that the quality management system developed by

pour les activités
for the activities

Conception, production, contrôle et commercialisation de produits de chimie cliniques
pour le diagnostic in vitro. Validation de la combinaison réactifs et automates.

Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.

Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500  SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

GMED N° 10462–8
Ce certificat est délivré selon les règles de certification GMED

Début de validité
Valable jusqu'au

/ Effective date :

/ Expiry date :

July 25th, 2023 (included)
July 27th, 2026 (included)

Etabli le / Issued on : July 25th, 2023

/ This certificate is issued according to the  rules of GMED certification

 Renouvelle le certificat 10462-7

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle

61500 SEES FRANCE

On behalf of the President
Marjorie PERRIMON

Certification Director

G
M

E
D

_S
Q

-F
-V

0-
07

-2
01

8

Accréditation n°4-0608
Liste des sites accrédités
et portée disponible sur
www.cofrac.fr









Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

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

Holds Certificate Number: FM 743464
and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

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

 

For and on behalf of BSI:
Matt Page, Managing Director Assurance - UK & Ireland

Original Registration Date: 2018-10-12 Effective Date: 2024-10-13
Latest Revision Date: 2024-09-19 Expiry Date: 2027-10-12

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=FM+743464&ReIssueDate=19%2f09%2f2024&Template=uk


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

Design, Manufacture, Development, Management of
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.

Certificate No: FM 743464

Location Registered Activities

Original Registration Date: 2018-10-12 Effective Date: 2024-10-13
Latest Revision Date: 2024-09-19 Expiry Date: 2027-10-12

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=FM+743464&ReIssueDate=19%2f09%2f2024&Template=uk


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 and Distribution 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, Installation, Service and Distribution of In Vitro Diagnostic
Medical Devices for Immunoassay and Clinical Chemistry Systems.

Design, Development, Manufacture, Installation, Service and Distribution of In Vitro Diagnostic
medical devices including Analyzers, Reagents, and related Accessories for the identification of
hematologic parameters.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

Original Registration Date: 2021-06-01 Effective Date: 2024-10-13
Latest Revision Date: 2024-10-03 Expiry Date: 2027-10-12

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=03%2f10%2f2024&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.

Certificate No: MD 743461

Location Registered Activities

Original Registration Date: 2021-06-01 Effective Date: 2024-10-13
Latest Revision Date: 2024-10-03 Expiry Date: 2027-10-12

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=03%2f10%2f2024&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- 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 

 



 

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- 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 
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CERTIFICATE
ECREP20220406.5

Ver: CERT-202110.V1

CMC MEDICAL DEVICES & DRUGS S.L.

CONFIRMED THAT CMC MEDICAL DEVICES & DRUGS S.L. Is the 
European Authorized Representative of

Hangzhou Tongzhou Biotechnology Co., Ltd 
Room 102, Building 4, No. 191, Xintian Road, Yunhe 

Street, Linping District, Hangzhou, China.

The certificate remains valid until the expiration agreement of EC REP, 
manufacturing conditions, the quality system or relevant legislation are 
changed. The validity is conditioned by positive results of periodic 
surveillance audits.  
The product liability rests with the manufacturer in accordance with 
applicable directive/regulation and standard mention in Annex I of this 
certificate, after fulfilling of the relevant EU legislation requirements, the 
manufacturer shall affix relevant CE marking to all below mentioned 
models of the medical device.

Authorized Signature

Expiration date: 25/01/2027Issue date: 06/04/2022

Verification Code
CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo Nº18, CP29006, Málaga-Spain 
www.cmcmedicaldevices.com



CERTIFICATE
ECREP20220406.5

Ver: CERT-202110.V1

Expiration date: 25/01/2027Issue date: 06/04/2022

Verification Code
CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo Nº18, CP29006, Málaga-Spain 
www.cmcmedicaldevices.com

ANNEX I

Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido

Zopiclone (ZOP) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Zolpidem (ZOL) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Zika NS1 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Zika IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Zika IgG/IgM and NS1 Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Vitamin D Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Vibrio cholerae O139 (VC 
O139) Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Vibrio cholerae O1 (VC O1) 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Vibrio cholerae  O1/O139 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Typhoid  IgG/IgM Rapid 
Test(Whole Blood/Serum/
Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Typhoid  IgG/IgM Rapid Test 
(Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Tuberculosis (TB) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

TSH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Tricyclic Antidepressants 
(TCA) Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Transferrin and FOB Combo 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Tetanus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Syphilis Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Synthetic Marijuana (K2) 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Streptococcus pneumoniae 
Antigen Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Strep B Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Strep A Rapid Test(Control 
Line in Red)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes



CERTIFICATE
ECREP20220406.5

Ver: CERT-202110.V1

Expiration date: 25/01/2027Issue date: 06/04/2022

Verification Code
CMC Medical Devices & Drugs S.L. 
C/ Horacio Lengo Nº18, CP29006, Málaga-Spain 
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Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido

Strep A Rapid Test(Control 
Line in Blue)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

SP-10 Male Fertility Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Salmonella typhi Antigen 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

SAA Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

SAA and CRP Combo Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

RSV&Influenza A+B Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

RSV Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Rotavirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Rotavirus and Adenovirus 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Rheumatoid Factor Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Procalcitonin (PCT) Rapid 
Test (Whole Blood/Serum/
Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Procalcitonin (PCT) Rapid 
Test (Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Pregnancy (hCG) Rapid Test 
Midstream

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Pregnancy (hCG) Rapid Test 
(Whole Blood/Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Pregnancy (hCG) Rapid Test 
(Urine)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Pregnancy (hCG) Rapid Test 
(Serum/Plasma/Urine)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Pregnancy (hCG) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Phencyclidine (PCP) Rapid 
Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Oxycodone (OXY) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ovulation (LH) Rapid Test 
Midstream

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ovulation (LH) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Opiates (OPI) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

NT-proBNP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes



CERTIFICATE
ECREP20220406.5
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Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido

Norovirus, Rotavirus, 
Adenovirus and Astrovirus 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Norovirus, Rotavirus and 
Adenovirus Combo Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Norovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Myoglobin/CK-MB/Troponin I 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Myoglobin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Mycoplasma Pneumoniae IgG/
IgM Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Mycoplasma pneumoniae 
Antigen Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Multi-Drugs Rapid Test Key 
Cup

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Multi-Drugs Rapid Test 1-Step 
Cup

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Multi-Drugs Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Morphine (MOP)  Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

MONO Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Micro-Albumin Semi-
Quantitative Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Micro-Albumin Qualitative 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Methylphenidate(MPD) Rapid 
Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Methamphetamine (MET) 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Methadone (MTD) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Marijuana (THC) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Malaria P.f./P.v. Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Malaria P.f./P.v. /Pan Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Malaria P.f./ Pan Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Malaria P.f. Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Lyme IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Leptospira IgG/IgM Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
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Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido

Leishmania IgG/IgM Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Lactoferrin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ketamine (KET)Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Insulin-like Growth Factor-
binding Protein 1  (iGFBP-1)  
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Influenza A+B Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Influenza A Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

IgE Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Human Semen Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HSV 1/2 IgM Rapid Test 
(Whole Blood/Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HSV 1/2 IgM Rapid Test 
(Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HSV 1/2 IgG/IgM Rapid Test  
(Whole Blood/Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HSV 1/2 IgG/IgM Rapid Test  
(Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HSV 1/2 IgG/IgM Combo 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HEV IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

HbA1c Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Hb+Hb-Hp Combo Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

H. pylori Antigen Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

H. pylori Antibody Rapid 
Test(Whole Blood/Serum/
Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

H. pylori Antibody Rapid Test 
(Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

H-FABP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

H-FABP and cTnI Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Gonorrhea Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Gonorrhea and Chlamydia 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Giardia Lamblia Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

FSH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

FOB Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

稻草人
StrikeOut
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Product Name CLASSIFICATION REGULATION RPS (AEMPS) Incluido

Filariasis IgG/IgM Rapid Test 
(Whole Blood/Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Filariasis IgG/IgM Rapid Test 
(Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Fetal Fibronectin (fFN) Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ferritin Semi-Quantitative 
Rapid test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ferritin Rapid test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Fentanyl (FYL) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ethylenediamine-
dimethylphosphinic acid 
(EDDP) Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ethyl Glucuronide (ETG) 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Entamoeba/Giardia/Crypto 
Rapid Test  (1 Window)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Entamoeba/Giardia/Crypto 
Combo Rapid Test  (3 
Windows)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Entamoeba histolytica Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Ecstasy (MDMA) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Dengue NS1 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Dengue IgG/IgM Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Dengue IgG/IgM and NS1 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

D-dimer Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cryptosporidium Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cryptosporidium and Giardia 
Lamblia Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cotinine (COT) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cocaine (COC) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Clostridium difficile Toxin A 
+Toxin B Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Clostridium difficile GDH+ 
Toxin A +Toxin B Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Clostridium difficile GDH 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
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CK-MB Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Chikungunya IgG/IgM Rapid 
Test (Whole Blood/Serum/
Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Chikungunya IgG/IgM Rapid 
Test (Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Chagas Rapid Test(Whole 
Blood/Serum/Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Chagas Rapid Test (Serum/
Plasma)

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

CEA Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cardiac Troponin T (cTnT) 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Cardiac Troponin I (cTnI) 
Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Candida albicans Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Campylobacter Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Calprotectin Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Calprotectin and Lactoferrin 
Combo Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Calprotectin and FOB Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

CA19-9 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

CA15-3 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

CA125 Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

C-reactive protein Semi-
Quantitative Rapid Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

C-reactive protein Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Buprenorphine (BUP) Rapid 
Test

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Brucella Abortus Antigen 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Blood Stain Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Benzodiazepines (BZO) Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Barbiturate (BAR) Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Astrovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Amphetamine (AMP) Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes
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AMH Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

AFP Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Adenovirus&RSV Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Adenovirus, RSV and 
Influenza A+B Combo Rapid 
Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Adenovirus Rapid Test CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

Adenovirus pneumoniae 
Antigen Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

7-Aminoclonazepam (7-ACL) 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes

 H-FABP and Myoglobin/CK-
MB/Cardiac Troponin I Combo 
Rapid Test 

CLASS IVD OTHERS IVD - Directive 98/79 RPS/215/2022 Yes















 
 

Name und Adresse des Herstellers: / 

Name and address of the manufacturer: / 

Nom et adresse du fabricant: / 

Nome e indirizzo del fabbricante: 

BOEN HEALTHCARE CO., LTD 

Unit 602, International Center, No.535, Shenxu Road, 

Suzhou, 215021, Jiangsu, China 

 

Wir erklären in alleiniger Verantwortung, dass / We declare under our sole responsibility that / 

Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilità che 
 

das Medizinprodukt: / 

the medical device: / 

le dispositif médical: / 

il dispositivo medico: 

 
 

der Klasse: / 

of class: / 

de la classe: / 

di classe: 

Gilson Pipette Tips 

 
 
 
 
 
 

Common/Others IVD 

(Devices of NOT Annex II and NOT self-test) 

 

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang II sein / (IVDD, Article9(1)) not be part of list A & B of annex II 

(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de l'annexe II / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B 

dell'allegato II 

 
den einschlägigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale 

Gesetze entspricht. Die Erklärung gilt in Verbindung mit dem zum Produkt gehörigen „Endprüfprotokoll“. / 

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration 

is valid in connection with the “final inspection report” of the device. / 

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit 

national qui le concernent. La déclaration est valable si elle est associée au «rapport de l’inspection finale» du produit. / 

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano. 

Questa dichiarazione è valida in congiunzione con il “rapporto di ispezione finale” del prodotto. 

 

Konformitätsbewertungsverfahren: / 

Conformity assessment procedure: / 

Procédure d’évaluation de la conformité: / 

Procedura di valutazione della conformità: 

Anhang III (voraussichtlicher Punkt 6) der IVDD 98/79 / 

EG Annex III (expect point 6) of IVDD 98/79/EC 

Annexe III (sauf le point 6) de l'IVDD 98/79 / CE 

Allegato III (aspettarsi il punto 6) dell'IVDD 98/79 / CE 

 

 
Registrier-Nr.: / 

Registration No.: / 

N°d’enregistrement: / 

Numero di registrazione: 

 

Benannte Stelle: / 

Notified Body: / 

Organisme notifié: / 

Organismo notificato: 

CE 

 
 

Suzhou, 2022.12.14 

 

Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 

 
 
 

 
General Manager 

 

Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 







Certificate
No. Q5 020747 0242 Rev. 02
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

 
Scope of Certificate: Design and Development, Production, Distribution, 

Installation, Servicing and Technical Support of In-Vitro 
Diagnostic Reagents (Calibrators, Controls, Reagents, 
Sensors and Test Cartridges) and Instruments for Clinical 
Chemistry, Blood Gas and Hematology, including Near 
Patient / Point of Care and Self-Testing devices; The 
provision of manufacturing services of In-Vitro Diagnostic 
Reagents (Calibrators, Controls) for Clinical Chemistry, Blood 
Gas and Hematology, In-Vitro Diagnostic General Use 
Consumables; and Distribution of Lancets. 
 

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, Certification, 
Validation and Verification Regulations TÜV SÜD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 02

Report No.: 72198686

Valid from: 2024-10-25
Valid until: 2027-10-24

Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002


Certificate
No. Q5 020747 0242 Rev. 02
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Applied Standard(s): ISO 13485:2016
(EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation, 
Servicing and Technical Support of In-Vitro Diagnostic Reagents 
(Calibrators, Controls, Reagents, Sensors and Test Cartridges) 
and Instruments for Clinical Chemistry, Blood Gas and 
Hematology, including Near Patient / Point of Care and Self-
Testing devices; the provision of manufacturing services of In-Vitro 
Diagnostic Reagents (Calibrators, Controls) for Clinical Chemistry, 
Blood Gas and Hematology and In-Vitro Diagnostic General Use 
Consumables.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care test 
strips.

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care 
Instruments
.

Nova Biomedical Corporation
4 Enterprise Road, Billerica MA 01821, USA

Production of In-Vitro Diagnostic Instruments including Near 
Patient / Point of Care; Distribution of Finished Goods; Distribution 
of Lancets.

 .
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