




 

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 

 



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



ELITechGroup B.V.

P.O.Box 100

6950 AC Dieren

Van Rensselaerweg 4

6956 AV  Spankeren

The Netherlands

T: +31 313 430 500

F: +31 313 427 807

info.ecsnl@elitechgroup.com  

www.elitechgroup.com  

Chamber of Commerce 09175642

ELITechGroup B.V.

Adriaan P. Intveld

Manager Quality Assurance & Regulatory Affairs

To: Whom it May Concern

Regulatory status of parts & accessories

As mentioned on the current Declarations of Conformity of our Clinical Chemistry Analyzers also the 

accessories conform to the provisions of the EU Directive on In Vitro Diagnostic Medical Devices (98/79/EC). 

This applies to the parts and accessories as mentioned in the attached list.

'IVD accessory' means an article which, whilst not being an IVD medical device, is intended specifically by its 

manufacturer to be used together with an IVD device to enable that IVD device to be used in accordance 

with its intended purpose.

document number: Regulatory status of parts & accessories (2015-12-30)



Part 

number
Description

IVD medical

device

IVD 

accessory

general 

laboratory 

use

 spare 

part

supporting 

part

1540-001 Anti-Slip sheet 

2206-007 Cooling Liquid (1 L) 

3062-021 Sample cup (1000 pcs) 

3062-033 Sample tube 6 ml (500 pcs) 

3062-040 Water container 10 L 

3062-041 Water container 5 L 

3066-155 Syringe 100 µl 

3066-156 Syringe 1 ml 

3069-040 Keyboard Dust cover 

3069-047 Keyboard Dust cover 

3070-518 Cap holder 

3070-538 Cap rotor Left 

3070-539 Cap rotor right 

3201-002 Dichromate 8 Abs (25ml) 

3365-192 USB Stick 

3374-003 Mains cable (USA) 

3374-059 Pumpunit cable 

3374-066 Mains cable 

3374-097 Serial Null-modem cable 

3374-286 USB Extension cable 

4804-038 Reagent identification Disc 

6001-826 Diluted Waste container 

6001-827 Concentrated Waste container 

6001-860 Water container 

6001-861 Tube assy (analyser) 

6001-872 Tube assy (cooling unit) 

6002-102 Assorter unit 

6002-386 System software on CD 

6002-706 Reaction Rotor set (3 pcs)   

6002-726 System Disc 

6002-817 Bottle 30 ml (20 pcs) 

6002-818 Bottle 15 ml (20 pcs) 

6002-904 Water container 5 L 

6002-910 Assorter unit 

6002-913 External tubing 

6003-074 System software on USB stick 

6003-444 Diluted Waste Container 5 L 

6003-466 Keyboard Support option 

6003-797 CW Waste Container 2 L 

6003-808 Assorter unit 

Regulatory status of parts & accessories (2015-12-30)









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
















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


Certificate
No. Q5 020747 0242 Rev. 02

Page 1 of 2
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

Page 2 of 2
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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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 
www.cmcmedicaldevices.com

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
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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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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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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











BORSE MEDICALI

81

BORSE EMERGENZA SMART

BORSE DI EMERGENZA

mano (2 maniglie).Materiale robusto 
e resistente all'acqua: poliestere 600D 
rivestito in PVC (27165) o tela cerata di 
PVC (27166-7). Provviste di strisce gialle 
rifrangenti e fondo in gomma.

27153

BORSE SMART: poliestere rivestito in PVC o tela cerata di PVC - vuote
Borse emergenza professionali molto capienti grazie
alla modularità interna che consente un’organizzazione
personalizzata degli spazi. Fornite di tasche esterne, divisori
interni e una borsa staccabile (2 per cod. 27153) con finestra
trasparente. Esterno in poliestere 600D rivestito in PVC, 
resistente all'acqua, o esterno in tela cerata di PVC (27155-
8), resistente al freddo. Tutte le borse hanno l'interno in 
poliestere 600D rivestito in PVC. Provviste di doppia striscia 
gialla rifrangente. Sfoderabili per una facile pulizia. Fondo in 
gomma impermeabile per evitare infiltrazioni di acqua.

27153

27157

27165

27152

27158

27167

27150

27155

27166

Fondo e tasca 
anteriore 
imbottiti

Fodera 
estraibile 
e facile da 
pulire

Ampia tasca 
superiore

Anello di sicurezza metallico Zip10 mm Fondo in gomma con piedini Tracolle

Tracolle incluse con le borse grandi/medie

Ampia tasca superiore e tracolle incluse con le borse medie

27157

4 tasche (5 per 27153) 1 o 2 frontali, 2 
laterali e 1 sul retro

• 27165 BORSA EMERGENZA - poliestere - rossa - 35x45xh 21 cm
• 27166 BORSA EMERGENZA - PVC - rossa - 35x45xh 21 cm
• 27167 BORSA EMERGENZA - PVC - blu - 35x45xh 21 cm
Borse estremamente capienti dalle dimensioni compatte. Ampio scomparto centrale, 
1 tasca frontale e 3 laterali. Possibilità di essere trasportate a spalla (tracolla) o a 

POLIESTERE RIVESTITO IN PVC

TELA CERATA DI PVC

TELA CERATA DI PVCPOLIESTERE RIVESTITO IN PVC

Materiale esterno
Modello Colore Misura

Spazi
interni

modulari

Tasche 
esterne

Poliestere
rivestito PVC

PVC 

27150 27155 Piccolo rosso 45x28xh 28 cm 3 4
27151 - Medio rosso 55x35xh 32 cm 6 4

- 27157 Medio rosso 55x35xh 38 cm 6 5
27152 - Medio blu 55x35xh 32 cm 6 4

- 27158 Medio nero 55x35xh 38 cm 6 5
27153 - Grande rosso 65x35xh 35 cm 6 5

27167

Tasca
laterale 
32x18 cm

2 tasche laterali
22x18 cm e
11x18 cm

Tasca
frontale 35x20 cm
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    No.  Location  Scope 
  H 
/01 c/o MACHEREY-NAGEL GmbH & Co. KG 

Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 

Design, development, production and 
distribution of products for filtration, 
rapid tests, and water analysis,  
as well as service and administration 

/02 c/o MACHEREY-NAGEL GmbH & Co. KG 
Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for bioanalysis and 
chromatography 

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

Storage 
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EMERGENCY BAG - polyester - red - 35x45xh 21 cm

Capacious bag, despite the compact size. Large central compartment, 1 front and 3 lateral
pockets.
May be carried on shoulder (braces) or hand (2 handles).
Made of strong, water resistant material 600D polyester PVC coated.
Provided with yellow reflective strips and rubber bottom.

2 lateral pockets 22x18 cm and 11x18 cm
Lateral pocket 32x18 cm
Front pocket 35x20 cm

1

1 pc.

Nylon bags and rucksacks

27165

Description:

Minimum order:

Unit of sale:

Category:

Code:

EMERGENCY BAG - red

Type: No medical device

EAN13: 8023279271652

Gima S.p.A. Via Marconi, 1 - 20060 Gessate (MI) Tel. +39 02 953854209 - Fax.+39 02 35380056
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