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UL Medical Regulatory Services of UL LLC® (UL Solutions) issues this certificate to the Firm named above,
after auditing the Firm’s quality management system and finding it in conformance per the defined scope with
respect to:
ISO 13485:2016
EN ISO 13485:2016
with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.

Authorized by

Paul Hilgeman
Senior Business Manager - Medical

CMIT – Medical Regulatory
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- Medical Devices Regulations – Part 1- SOR 98/282



 

 

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 



 

 

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 



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 

 

Aleksandra 
Kostrzewa

Digitally signed by 
Aleksandra 
Kostrzewa
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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
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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, 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: 2021-10-13
Latest Revision Date: 2022-04-12 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.
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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.
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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
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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.
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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.
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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
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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.
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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.
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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.
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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.
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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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CERTIFIED COMPANY UNI ISO 9001:2008 & UNI CEI EN ISO 13485:2012 

  

DICHIARAZIONE DI CONFORMITA’ | 
| DECLARATION OF CONFORMITY 

 
La sottoscritta Nuova Aptaca s.r.l.  
The undersigned Nuova Aptaca s.r.l.  

 

DICHIARA 
DECLARES 

 

Che il dispositivo medico diagnostico in vitro di seguito descritto: 
That in vitro diagnostic medical devices described as follows: 

 

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO 
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS 

PRODOTTI NON STERILI – NOT STERILE PRODUCTS 
 

(i cui codici di dettaglio sono riportati nell’allegato 1) 
(which detailed codes are reported in Annex 1) 

 
 
>  Sono conformi ai requisiti essenziali di cui all’allegato I della direttiva 98/79/CE 

del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000. 
 Are manufactured in compliance with essential requirements of Annex 1 of the 

98/79/CE Directive dated 27Th October 1998 put into force by D.Lgs. 332 dated 
08/09/2000. 

 

>  I Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui 
all’Allegato II della Direttiva 98/79/CE. 
The devices as per Annex 1 do not  do not fall under list A or B of annex II of the   
Directive 98/79/EC. 

 

>  Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.) 
 EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.) 
 

>  La presente dichiarazione è stata redatta in conformità all’Allegato III (escluso 
punto 6) della Direttiva 98/79/CE. 
The present Declaration was drafted in accordance with annex III to Directive 
98/79/EC. 

 
Rilasciato / Released  
Canelli, 26.07.2015 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

10110/16 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI-
RATE”. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
RATE” system. 

10110/PR 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI-
RATE”. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
RATE” system. 

2000 
Provette fondo piatto PP Ø12x56 mm., con K2EDTA per 2,5 ml di sangue, 
tappo verde chiaro. 

PP flat bottom test tubes Ø12x56 mm., with K2EDTA for 2,5 ml of blood, light 
green cap. 

2000/1 
Provette PP Ø12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde 
chiaro, per uso pediatrico. 

PP test tubes Ø12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for 
paediatric use. 

2000/1/V 
Provette PP Ø12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for 
paediatric use. 

2001 
Provette fondo piatto PP Ø16x60 mm., con K2EDTA per 2,5 ml di sangue, 
tappo verde chiaro. 

PP flat bottom test tubes Ø16x60 mm., with K2EDTA for 2,5 ml of blood, light 
green cap. 

2002 
Provette fondo piatto PP Ø16x60 mm., con K2EDTA per 5 ml di sangue, tappo 
verde chiaro. 

PP flat bottom test tubes Ø16x60 mm., with K2EDTA for 5 ml of blood, light 
green cap. 

2003 
Provette PP Ø12x86 mm., con K2EDTA per 2,5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø12x86 mm., with K2EDTA for 2,5 ml of blood, light green cap. 

2004 
Provette PP Ø12x86 mm., con K2EDTA per 5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø12x86 mm., with K2EDTA for 5 ml of blood, light green cap. 

2005 
Provette PP Ø13x75 mm., con K2EDTA per 2,5 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø13x75 mm., with K2EDTA for 2,5 ml of blood, light green cap. 

2007 
Provette PP Ø16x100 mm., con K2EDTA per 10 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø16x100 mm., with K2EDTA for 10 ml of blood, light green cap. 

2008 
Provette PP Ø13x75 mm., con K2EDTA per 4 ml di sangue, tappo verde 
chiaro. 

PP test tubes Ø13x75 mm., with K2EDTA for 4 ml of blood, light green cap. 

2100 
Provette fondo piatto PP Ø12x56 mm., con K3EDTA per 2,5 ml di sangue, 
tappo verde scuro. 

PP flat bottom test tubes Ø12x56 mm., with K3EDTA for 2,5 ml of blood, dark 
green cap. 

2100/1 
Provette PP Ø12x56 mm., con K3EDTA per 1 ml di sangue, tappo verde 
scuro, per uso pediatrico. 

PP test tubes Ø12x56 mm., with K3EDTA for 1 ml of blood, dark green cap, for 
paediatric use. 

2100/1/V 
Provette PP Ø12x56 mm., con K3EDTA per 1 ml di sangue, tappo viola, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with K3EDTA for 1 ml of blood, dark violet cap, for 
paediatric use. 

2100/TM 
Provette fondo piatto PP Ø12x56 mm., con K3EDTA per 2,5 ml di sangue, con 
tappo 

PP flat bottom test tubes Ø12x56 mm., with K3EDTA for 2,5 ml of blood, with cap 

2101 
Provette fondo piatto PP Ø16x60 mm., con K3EDTA per 2,5 ml di sangue, 
tappo verde scuro. 

PP flat bottom test tubes Ø16x60 mm., with K3EDTA for 2,5 ml of blood, dark 
green cap. 

2102 
Provette fondo piatto PP Ø16x60 mm., con K3EDTA per 5 ml di sangue, tappo 
verde scuro. 

PP flat bottom test tubes Ø16x60 mm., with K3EDTA for 5 ml of blood, dark 
green cap. 

2103 
Provette PP Ø12x86 mm., con K3EDTA per 2,5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø12x86 mm., with K3EDTA for 2,5 ml of blood, dark green cap. 

2104 
Provette PP Ø12x86 mm., con K3EDTA per 5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø12x86 mm., with K3EDTA for 5 ml of blood, dark green cap. 

2105 
Provette PP Ø13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 2,5 ml of blood, dark green cap. 
Quantity for box 1,000 pieces 

2105/TM Provetta PP Ø13x75 mm, con K3EDTA per 2,5ml di sangue, tappo viola. PP test tubes Ø13x75 mm, with K3EDTA for 2,5ml of blood, violet cap. 

2105/VIOLA Provette PP Ø13x75 mm., con K3EDTA per 2,5 ml di sangue, tappo viola PP test tubes Ø13x75 mm., with K3EDTA for 2,5 ml of blood, violet cap. 

2107 
Provette PP Ø16x100 mm., con K3EDTA per 10 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø16x100 mm., with K3EDTA for 10 ml of blood, dark green cap. 

2108 
Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood, dark green cap. 

2108/5 
Provette PP Ø13x75 mm., con K3EDTA per 5 ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm., with K3EDTA for 5 ml of blood, dark green cap. 

2108/TM Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood 

2108/VIOLA Provette PP Ø13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes Ø13x75 mm., with K3EDTA for 4 ml of blood 

2200 
Provette fondo piatto PP Ø12x56 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo arancione. 

PP flat bottom test tubes Ø12x56 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
orange cap. 

2200/G 
Provette fondo piatto PP Ø12x56 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo giallo. 

PP flat bottom test tubes Ø12x56 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
yellow cap. 

2201 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo arancione. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
orange cap. 

2201/G 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 2,5 ml di 
sangue, tappo giallo. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood, 
yellow cap. 

2202 
Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 5 ml di sangue, 
tappo arancione. 

PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 5 ml of blood, 
orange cap. 

2202/G Provette fondo piatto PP Ø16x60 mm., con KF+Na2 EDTA per 5 ml di sangue, PP flat bottom test tubes Ø16x60 mm., with KF-Na2 EDTA for 5 ml of blood, 
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ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

tappo giallo. yellow cap. 

2203 
Provette PP Ø12x86 mm., con KF+Na2 EDTA per 2,5 ml di sangue, tappo 
arancione. 

PP test tubes Ø12x86 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap. 

2204 
Provette PP Ø12x86 mm., con KF+Na2 EDTA per 5 ml di sangue, tappo 
arancione. 

PP test tubes Ø12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap. 

2205 
Provette PP Ø13x75 mm., con KF+Na2 EDTA per 2,5 ml di sangue, tappo 
arancione. 

PP test tubes Ø13x75 mm., with KF-Na2 EDTA for 2,5 ml of blood, orange cap. 
Quantity for box 1,000 pieces 

2205/TG 
Provetta PP Ø13x75 mm, con KF+NA2 EDTA per 2,5ml di sangue, tappo 
grigio. 

PP test tubes Ø13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap. 

2207 
Provette PP Ø16x100 mm., con KF+Na2 EDTA per 10 ml di sangue, tappo 
arancione. 

PP test tubes Ø16x100 mm., with KF-Na2 EDTA for 10 ml of blood, orange cap. 

2208 
Provette PP Ø13x75 mm., con KF+Na2 EDTA per 4 ml di sangue, tappo 
arancione. 

PP test tubes Ø13x75 mm., with KF-Na2 EDTA for 4 ml of blood, orange cap. 

2300 
Provette fondo piatto PP Ø12x56 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2301 
Provette fondo piatto PP Ø16x60 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2302 
Provette fondo piatto PP Ø16x60 mm., con Sodio Eparina per 5 ml di sangue, 
tappo viola. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Heparin for 5 ml of blood, 
violet cap. 

2303 
Provette PP Ø12x86 mm., con Sodio Eparina per 2,5 ml di sangue, tappo 
viola. 

PP test tubes Ø12x86 mm., with Sodium Heparin for 2,5 ml of blood, violet cap. 

2304 Provette PP Ø12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. PP test tubes Ø12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap. 

2305 
Provette fondo piatto PP Ø13x75 mm., con Sodio Eparina per 2,5 ml di 
sangue, tappo viola. 

PP flat bottom test tubes Ø13x75 mm., with Sodium Heparin for 2,5 ml of blood, 
violet cap. 

2307 
Provette PP Ø16x100 mm., con Sodio Eparina per 10 ml di sangue, tappo 
viola. 

PP test tubes Ø16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap. 

2308 
Provette fondo piatto PP Ø13x75 mm., con Sodio Eparina per 4 ml di sangue, 
tappo viola. 

PP flat bottom test tubes Ø13x75 mm., with Sodium Heparin for 4 ml of blood, 
violet cap. 

2400 
Provette fondo piatto PP Ø12x56 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø12x56 mm., with Lithium Heparin for 2,5 ml of blood, 
blue cap. 

2400/1 
Provette PP Ø12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per 
uso pediatrico. 

PP test tubes Ø12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for 
paediatric use. 

2400/TV 
Provette fondo piatto PP Ø12x56 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo verde. 

PP flat bottom test tubes Ø12x56 mm., with Lithium Heparin for 2,5 ml of blood, 
green cap. 

2401 
Provette fondo piatto PP Ø16x60 mm., con Litio Eparina per 2,5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø16x60 mm., with Lithium Heparin for 2,5 ml of blood, 
blue cap. 

2402 
Provette fondo piatto PP Ø16x60 mm., con Litio Eparina per 5 ml di sangue, 
tappo blu. 

PP flat bottom test tubes Ø16x60 mm., with Lithium Heparin for 5 ml of blood, 
blue cap. 

2403 Provette PP Ø12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. PP test tubes Ø12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap. 

2404 Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap. 

2404/TV Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, green cap. 

2404/VERDE Provette PP Ø12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. PP test tubes Ø12x86 mm., with Lithium Heparin for 5 ml of blood, green cap. 

2405 Provette PP Ø13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. PP test tubes Ø13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap. 

2405/TV 
Provetta PP Ø13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde 
scuro. 

PP test tubes Ø13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green 
cap. 

2407 Provette PP Ø16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. PP test tubes Ø16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap. 

2408 Provette PP Ø13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. 
PP test tubes Ø13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap. 
Quantity for box 1,000 pieces 

2408/VERDE Provette PP Ø13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. 
PP test tubes Ø13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap. 
Quantity for box 1,000 pieces 

2500 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile verde, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable green cap, for 3 ml of 
blood. 

2500* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile verde, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable green cap, for 3 ml of 
blood. 

2500/N 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile neutro, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable neutral cap, for 3 ml of 
blood. 

2500/N* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile neutro, per 3 ml 
di sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable neutral cap, for 3 ml of 
blood. 

2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes Ø13x75 mm., with K3EDTA, without cap, for 3 ml of blood. 

2500/SE/V 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue, senza etichetta. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood, without label 

2500/V 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood. 



 

Mod DC-048/01.06/3 

Provette con anticoagulante e separatori di siero 

Blood collecting tubes and serum separators 

26.07.2015 

Pag.  4  of   6 

 

ALLEGATO 1 alla Dichiarazione di Conformità 98/79/CE 
Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

2500/V* 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 3 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 3 ml of 
blood. 

2500/V/2 
Provette PP Ø13x75 mm, con K3EDTA, con tappo perforabile viola, per 2 ml di 
sangue. 

PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 2 ml of 
blood. 

2500/V/SG Provette in PP con K3 EDTA sterili,tappo perf,viola 
PP test tubes Ø13x75 mm., with K3EDTA, with pierceable violet cap, for 2 ml of 
blood, sterile 

2501 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,4ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation. 

2502 
Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per 
coagulazione. 

PP  test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation 

2503 Provette in PP Ø16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes Ø16x100 mm., with Sodium Citrate 0,4 ml, yellow cap 

2505 Provette PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, yellow cap 

2505/1 
Provette PP Ø12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per 
coagulazione uso pediatrico. 

PP test tubes Ø12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for 
coagulation, for paediatric use. 

2508 
Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per 
coagulazione. 

PP  test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for 
coagulation 

2508/BLU 
Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo blu per 
coagulazione. 

PP  test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation 

2511 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,5ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 

2512 
Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 

2512/TB Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml for coagulation. 

2513 
Provette PP Ø16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per 
coagulazione. 

PP test tubes Ø16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for 
coagulation. 

2515/BLU Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes Ø113x75 mm., with Sodium Citrate 0,5 ml, yellow cap 

2515/TB/F Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes Ø113x75 mm., with Sodium Citrate 0,5 ml, yellow cap 

2520 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, yellow cap 
for coagulation. 

2520/TB 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo blu per 
coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, blue cap for 
coagulation. 

2520/TR 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml per 
coagulazione. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml for 
coagulation. 

2521 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,25ml, tappo giallo 
per coagulazione. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,25 ml, yellow cap 
for coagulation. 

2522 
Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for 
coagulation. 

2522/R 
Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per 
coagulazione. 

PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, pink cap for 
coagulation. 

2525 
Provette PP Ø13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per 
coagulazione. 

PP test tubes Ø13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for 
coagulation. 

2525/2 
Provetta PP Ø13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, 
tappo giallo 

PP test tubes Ø13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow 
cap. 

2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, 
PP test tubes Ø13x75 mm, with 0,25ml of Sodium Citrate for coagulation, blue 
cap. 

2600 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo rosa 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, pink cap for 
ESR. 

2600/1 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,1 ml, pink cap for 
ESR. 

2600/TN 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,25ml, tappo nero 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, black cap 
for ESR. 

2601 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,25ml, tappo rosa 
per VES. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,25 ml, pink cap for 
ESR. 

2602 Provette PP Ø12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR. 

2603 Provette PP Ø16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes Ø16x100 mm., with Sodium Citrate 0,25 ml, pink cap 

2605 Provette PP Ø13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR. 

2610 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, pink cap for 
ESR. 

2610/G 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,4ml, tappo giallo 
per VES. 

PP flat bottom test tubes Ø12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for 
ESR. 

2611 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per 
VES. 

PP flat bottom test tubes Ø16x60 mm., with Sodium Citrate 0,4 ml, pink cap for 
ESR. 

2612 Provette PP Ø12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR. 
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2615 Provette PP Ø13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR. 

2615/TN Provetta PP Ø13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes Ø13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap. 

2620 
Provette fondo piatto PP Ø12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per 
VES. 

PP flat bottom  test tubes Ø12x56 mm., with Sodium Citrate 0,5 ml, pink cap for 
ESR. 

2621 
Provette fondo piatto PP Ø16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per 
VES. 

PP flat bottom  test tubes Ø16x60 mm., with Sodium Citrate 0,5 ml, pink cap for 
ESR. 

2622 Provette PP Ø12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes Ø12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR. 

2625 Provette PP Ø13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes Ø13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR. 

2632 Provette Ø12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue 
PP test tubes Ø12x56 mm., with Sodium Citrate 0,25 ml, pierceable black rubber 
cap for ESR. 

2635 Provette Ø13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue 
PP test tubes Ø13x75 mm., with Sodium Citrate 0,4 ml, pierceable black rubber 
cap for ESR. 

2661/E/TB Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

2662/E Provette Ø16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø16 x 100 mm 

2662/E/TB 
Provette Ø16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap 

2662/TB 
Provette Ø16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso, senza etichetta 

PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap, 
without label 

2662/TM in prov.16x100 in metacr. x 10  ml di sangue t/marrone 
PMMA test tubes with separating gel + clot accelerator, Ø16 x 100 mm, low cap, 
without label 

2663/E/TB 
Provette Ø13x75 mm. in PP, con granuli separatori + acceleratore, tappo 
basso 

PP test tubes with separating granules + clot accelerator, Ø13x75 mm, low cap 

2664/E/TB 
Provette Ø12x86 mm. in PP, con granuli separatori + acceleratore, tappo 
basso 

PP test tubes with separating granules + clot accelerator, Ø12x86 mm, low cap 

2665/E Provette Ø13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø13 x 75 mm 

2665/E/TB 
Provette Ø13 x 75 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PP test tubes with separating gel + clot accelerator, Ø13 x 75 mm, low cap 

2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, Ø13 x 75 mm, low cap 

2666/E/TB 
Provette Ø16 x 100 mm, in PP, con gel separatore + acceleratore, con 
etichetta, tappo basso 

PP test tubes with separatine gel + clot accelerator, Ø16 x 100 mm., with label, 
low cap. 

2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue 
PP test tubes with separatine gel + clot accelerator, Ø16 x 100 mm., with label, 
low cap. 

2668/E Provette Ø12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, Ø12 x 86 mm 

2668/E/TB 
Provette Ø12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso 

PMMA test tubes with separating gel + clot accelerator, Ø12 x 86 mm, low cap 

2668/TB 
Provette Ø12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo 
basso, senza etichetta 

PMMA test tubes with separating gel + clot accelerator, Ø12 x 86 mm, low cap, 
without label 

2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D 

2700 
Provette Ø13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, 
tappo azzurro in gomma perforabile 

PP test tubes Ø13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light 
blue cap in pierceable cap. 

2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di 
PP test tubes Ø13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light 
blue cap in pierceable cap. 

2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato 
PP test tubes Ø13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with 
blue cap 

2710 
Provette Ø12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2711 
Provette Ø16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2712 
Provette Ø12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

2715 
Provette Ø13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia 
freccia di riempimento per VES e coagulazione 

PP test tubes Ø13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood 
level for ESR and coagulation 

3553/E Provette Ø16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø16x100 mm 

3555/E Provette Ø13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø13 x 75 mm 

3556/E Provette Ø16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, Ø16 x 100 mm 

3558/E Provette Ø12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, Ø12 x 86 mm 

3771/E/TB Provette Ø16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, Ø16 x 100 mm, with low red cap  

3772/E/TB Provette Ø13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, Ø13x75 mm, red low cap  

3773/E Provette Ø16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, Ø16 x 100 mm  

3773/E/TB Provette Ø16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, Ø16 x 100 mm, low cap 

3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, Ø16 x 100 mm, low cap 

3774/E/TB Provette Ø12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, Ø12x86 mm, low cap 
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3775/E Provette Ø13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, Ø13 x 75 mm 

3775/E/TB Provetta Ø13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, Ø13 x 75 mm, low cap 

3776/E/TB Provetta Ø16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel Ø 16 x 100 mm, brown low cap. 

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel Ø 16 x 100 mm, low cap. 

3778/E Provette Ø12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, Ø12 x 86 mm 

3778/E/TB Provette Ø12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, Ø12 x 86 mm, low cap 

4875/E Provette Ø13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/E Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/E/TB Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4876/TR/E Provette Ø13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 75 mm 

4878/E 
Provette Ø12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo 
azzurro 

PP test tubes with separating granules + clot accelerator, Ø12 x 86 mm, light 
blue cap 

4878/TR/E 
Provette Ø12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo 
rosso 

PP test tubes with separating granules + clot accelerator, Ø12 x 86 mm, light red 
cap 

4883/E Provette Ø13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø13 x 100 mm 

4883/E/TN 
Provette Ø13 x 100 mm in PP, con granuli separatori + acceleratore, tappo 
nero 

PP test tubes with separating granules + clot accelerator, Ø13 x 100 mm, black 
cap 

4884/E Provette Ø16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885 Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885/E Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4885/R 
Provette Ø16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo 
rosso 

PS test tubes with separating granules + clot accelerator, Ø16 x 100 mm, red 
cap 

4886/E Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4886/TR/E Provette Ø16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, Ø16 x 100 mm 

4888/E Provette Ø12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, Ø12 x 86 mm 

4888/EB 
Provette Ø12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo 
bianco 

PMMA test tubes with separating granules + clot accelerator, Ø12 x 86 mm, 
white cap 

5975/E Provette Ø13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø13 x 75 mm 

5976/E Provette Ø13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø13 x 75 mm 

5978/E Provette Ø12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø12 x 86 mm 

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS 

5993/E Provette Ø13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, Ø13 x 100 mm 

5995/E Provette Ø16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø16 x 100 mm 

5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, Ø16 x 100 mm 

5996/E Provette Ø16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, Ø16 x 100 mm 

5998/E Provette Ø12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, Ø12 x 86 mm 
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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 



EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 
 

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: 

Microscope Slide

(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: 

CE 

Benannte Stelle: /  
Notified Body: /  
Organisme notifié: /  
Organismo notificato: 

Suzhou, 2022.01.01      

_________________________ 
Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

 General Manager 

______________________________ 
Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 

Common/Others IVD
(Devices of NOT Annex II and NOT self-test)





DATA SHEET 

 

 

LITHIUM HEPARIN 
Polypropylene test tubes, with blue pressure cap, suitable for analysis in 
Clinical Chemistry and Immunology. 

Cod. Test Tubes Blood 

2403 Ø 12x86 mm 2.5 ml 

2404 Ø 12x86 mm 5.0 ml 

2407 Ø 16x100 mm 10.0 ml 

 

https://www.aptaca.com/images/categorie/624.jpg
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A qui de droit / To whom it may concern 
 

DECLARATION DE CONFORMITE CE 

DECLARATION OF EUROPEAN CONFORMITY 

 

REACTIFS & INSTRUMENTS DE LABORATOIRE 

LABORATORY REAGENTS & INSTRUMENTS  

Je soussigné, Isabelle Oget, Directrice des Affaires Réglementaires de BIOLABO S.A.S., certifie par la 
présente que nos Réactifs Code HS 3822 00 00 et Instruments sont fabriqués par la société BIOLABO 
S.A.S sur le site de Maizy (F-02160) pour une distribution mondiale incluant l’Union Européenne. 

I, the undersigned, Mrs Oget Isabelle, Regulatory Affairs Director of BIOLABO S.A.S, certify that our 
Reagents HS Code 3822 00 00 and Instruments   
are manufactured by BIOLABO S.A.S in its Maizy facilities (Les Hautes Rives, F-02160, France) for a 
world-wide distribution including European Union (EU). 
 
 

1) La procédure de déclaration de conformité suivie est conforme aux indications de l’Annexe III de la 
Directive Européenne DMDIV 98/79/CE. 

The conformity assessment procedure being followed is Annex III of the IVD Directive 98/79/EC  

2) Les Produits désignés (CONFORMEMENT A L’ ANNEXE, 7 PAGES) sont classés comme suit : 

Autres dispositifs (tous dispositif, sauf Annexe II et autotests) 

These products (ACCORDING TO ATTACHED LIST, 7 PAGES) are classified as follows: 

 Other devices (all devices, except Annex II and self testing devices)  

3) Ces produits remplissent toutes les exigences essentielles (Annexe I) de la Directive Européenne 
DMDIV 98/79/CE. 

These products fulfil the essential requirements (Annexe I) of European Directive IVDMD 98/79/EC. 

4) Ces exigences sont documentées à l’aide de dossiers techniques incluant les informations 
suivantes : 

Essential requirements are reviewed by checking the technical files, including the following 
information:  

• Dossier de revue de conformité aux Exigences Essentielles. 

File for checking Essential Requirements of above mentioned European Directive. 

• Dossier de conception  

File for device’s design  

• Dossier Performances (spécifications techniques) 

File for performance (technical specifications). 

• Description des Processus dans le Système Qualité 



 

 
Adress : Les Hautes Rives F-02160 MAIZY (FRANCE) - Phone. : (33) 03 23 25 15 50 - Fax : (33) 03 23 25 62 56 
BIOLABO S.A.S with a capital of 119700 € - SIRET 317 398 832 00038 - VAT : FR 82 317 398 832 - NAF 2059Z 
WEB :  h t tp : / /www.b io labo. f r    emai l  :  in f o@bio labo. f r  
 

• Process management (BIOLABO Standard Operating Procedures) 

• Référentiel d’étiquetage, Référentiel des notices 

• Labelling instructions and references, Package inserts instructions and references. 

• Dossiers de suivi des lots et retour d’information des utilisateurs. 

File for batches Traceability including customer’s information  

• Dossier d’analyse des risques, basé sur le référentiel EN ISO 14971. 

Risk Analysis, based on EN ISO 14971. 

5) Le référentiel qualité de BIOLABO S.A.S. est certifié ISO 9001:2015 et ISO 13485 :2016 sous le 
N°A3001 par AB Certification (Organisme accrédité COFRAC).   

BIOLABO S.A.S Quality System Management is ISO 9001:2015 certified and ISO 13485:2016 
certified under N°A3001, by AB Certification (Accredited Body by COFRAC). 

6) Je déclare exactes et sincères les informations de la présente déclaration, certifiant que les 
produits désignés ci-dessus sont conformes aux exigences de la directive européenne 98/79/CE, 
lesquelles exigences sont intégralement remplies et documentées 

I declare that the above information is true and sincere, certifying the product mentioned above fully 
comply with European Directive 98/79/CE 

7) Je m’engage à mettre à la disposition des autorités compétentes de la République Française tout 
élément d’information qui me serait demandé, y compris dans le cadre de vérifications requises par 
leurs homologues étrangers. 

I commit myself to provide to competent French Republic authorities any information which would 
be requested related to this product, whatever is the origin of such request which may come from 
their foreign homologues. 

 

La présente déclaration est établie à Maizy, France, le 12 février 2021 et pour valoir ce que de droit 

This Declaration is issued at Maizy, France, on 12 February 2021. 

 
 
 
 
 
 
 
 

I. OGET  

DIRECTION DES AFFAIRES REGLEMENTAIRES 
REGULATORY AFFAIRS DIRECTOR  



REF DESIGNATION FR DESIGNATION GB

80351 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

80001 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

87601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

99029 ALCOOL Ethanol ALCOHOL Ethanol

99059 ALCOOL Ethanol ALCOHOL Ethanol

80027 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial

80127 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial

80227 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial

80327 ALT / TGP (IFCC) Monoréactif ALT / GPT (IFCC) Single vial

92027 ALT / TGP Méthode Colorimétrique ALT / GPT Colorimetric Method

99261 AMMONIAC Méthode Enzymatique AMMONIA Enzymatic Method

99523 AMYLASE CNPG3 AMYLASE CNPG3

99123 AMYLASE CNPG3 AMYLASE CNPG3

99223 AMYLASE CNPG3 AMYLASE CNPG3

80025 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial

80125 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial

80225 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial

80325 AST / TGO (IFCC) Monoréactif AST / GOT (IFCC) Single vial

92025 AST / TGO Méthode Colorimétrique AST / GOT Colorimetric Method

99832 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method

99852 BICARBONATE Méthode Enzymatique BICARBONATE Enzymatic Method

80553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method

97553 BILIRUBINE DIRECTE Méthode DCA DIRECT BILIRUBIN DCA Method

97443 BILIRUBINE TOTALE Méthode DCA TOTAL BILIRUBIN DCA Method

97408 C.L.F. Capacité Latente de Fixation du Fer U.I.B.C Unsaturated Iron Binding Capacity

92308 C.T.F. Capacité Totale de Fixation du Fer T.I.B.C. Total Iron Binding Capacity

80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

87656 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

87356 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

88656 CHOLESTEROL Non estérifié CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP

99656 CHOLESTEROL Non estérifié CHOD-PAP Non Esterified CHOLESTEROL CHOD-PAP

86536 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant

86516 CHOLESTEROL-HDL (PTA) Précipitant CHOLESTEROL-HDL (PTA) Precipitant

82526 CHOLINESTERASE Butyrylthiocholine CHOLINESTERASE Butyrylthiocholine

92207 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial

92307 CK-NAC IFCC Monoréactif CK-NAC IFCC Single Vial

80008 FER (SFBC) Bathophénanthroline IRON (SFBC) Bathophenanthrolin

97099 G6-PDH lyophilisée Méthode cinétique U.V. Lyophilised G6-PDH U.V. Kinetic Method

97089 G6-PDH Méthode cinétique U.V. G6-PDH U.V. Kinetic Method

97199 G6-PDH Méthode Automatisée G6-PDH Automated Method

81110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA

81210 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA 

81310 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA

80009 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

87109 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

87409 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

16GL8 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

82250 HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)

97217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method

97317 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method

92011 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method

92111 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method

92511 L.D.H. (LDH-P) Méthode SFBC modifiée L.D.H. (LDH-P) SFBC Modified Method

99881 LIPASE Méthode cinétique LIPASE Kinetic Method

99891 LIPASE Méthode cinétique LIPASE Kinetic Method

87212 MAGNESIUM Calmagite MAGNESIUM Calmagite

Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents

BIOLABO - Désignation des Dispositifs / Devices Designation
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REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

82560 PHOSPHATASE ACIDE Méthode Cinétique ACID PHOSPHATASE Kinetic Method

3300060 PHOSPHATASE ACIDE Méthode Point Final (PNPP) ACID PHOSPHATASE End Point Method (PNPP)

92214 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method

92314 PHOSPHATASE ALCALINE (DEA) ALKALINE PHOSPHATASE DEA Method

99105 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method

99110 PHOSPHOLIPIDES Méthode colorimétrique enzymatique PHOSPHOLIPIDS Colorimetric enzymatic Method

80016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method

92026 Solution Soude 0,4 N NaOH Solution 0.4 N

80019 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

87319 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

80221 UREE Méthode colorimétrique UREA Colorimetric Method

80321 UREE Méthode colorimétrique UREA Colorimetric Method

92032 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method

92132 UREE U.V. Méthode Cinétique UREA U.V. Kinetic Method

99032 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

99132 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

92315 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method

92330 KIT CALCULS URINAIRES Méthode qualitative chimique STONE ANALYSIS SET Chemical qualitative method

LP80501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

LP80601 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

80002 ALBUMINE Méthode BCG ALBUMIN BCG Method

80107 CREATININE Méthode cinétique CREATININE Kinetic method

90107 CREATININE Méthode Enzymatique CREATININE Enzymatic method

80005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method

80015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method

3502200 HEMOGLOBINE Méthode Colorimétrique (Cyanméthémoglobine) HAEMOGLOBIN Colorimetric Method (Cyanmethemoglobin)

LP80507 ALT TGP (IFCC) ALT GPT (IFCC)

LP80607 ALT TGP (IFCC) ALT GPT (IFCC)

LP99553 AMYLASE CNPG3 AMYLASE CNPG3

LP80505 AST TGO (IFCC) AST GOT (IFCC)

LP80605 AST TGO (IFCC) AST GOT (IFCC)

92108 FER Méthode directe (Férène) IRON Direct Method (Ferene)

80403 BILIRUBINE TOTALE ET DIRECTE Méthode Acide Sulfanilique TOTAL AND DIRECT BILIRUBIN Sulfanilic Acid Method

80443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method

90004 CALCIUM Méthode Arsenazo III CALCIUM Arsenazo III Method

80004 CALCIUM Méthode CPC CALCIUM CPC Method

LP80106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

90206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

90406 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

90426 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

90416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method

90816 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method

LP80209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

LP87809 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

98212 MAGNESIUM CALMAGITE Haute Stabilité - Haute Linéarité MAGNESIUM CALMAGITE High Stability – High Linearity

LP87016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEIN Biuret Method

97016 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method

LP80519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

LP80619 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

LP99532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

LP99632 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

Réactifs de Biochimie liquide prêt à l'emploi polyvalents / Versatile Biochemistry ready-to-use liquid reagents

Réactifs de Biochimie poudre polyvalents / Versatile Biochemistry powder reagents
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REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

K1501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

K1002 ALBUMINE Méthode BCG ALBUMIN BCG Method

K1507 ALT / TGP (IFCC) ALT / GPT (IFCC)

K1523 AMYLASE CNPG3 AMYLASE CNPG3

K1ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay

K1505 AST / TGO (IFCC) AST / GOT (IFCC)

K1553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method

K1443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method

K1004 CALCIUM Méthode Arsenazo III CALCIUM Arsenazo III Method

K1005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method

K1106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

K1206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

K1416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method

K1207 CK-NAC IFCC CK-NAC IFCC

K1107 CREATININE Méthode cinétique CREATININE Kinetic method

K1117 CREATININE Méthode Enzymatique CREATININE Enzymatic method

K150E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay

K1210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay

K1RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay

K1108 FER Méthode directe (Férène) IRON Direct Method (Ferene)

K1508 FERRITIN FERRITIN

K1110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA

K1209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

K1010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay

K1217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method

K1011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method

K1212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE

K1214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method

K1015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method

K1084 POTASSIUM Enzymatique POTASSIUM Enzymatic

K1016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method

K1085 SODIUM Enzymatique SODIUM Enzymatic

K1208 TRANSFERRIN TRANSFERRIN

K1519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

K1532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

K1701 VITAMIN D VITAMIN D

K1901 ZINC ZINC

K2501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

K4501 ACIDE URIQUE Méthode Uricase URIC ACID Uricase Method

K2002 ALBUMINE Méthode BCG ALBUMIN BCG Method

K2507 ALT / TGP (IFCC) ALT / GPT (IFCC)

K4507 ALT / TGP (IFCC) ALT / GPT (IFCC)

K2523 AMYLASE CNPG3 AMYLASE CNPG3

K4523 AMYLASE CNPG3 AMYLASE CNPG3

K2ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay

K4ASO ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay

K2505 AST / TGO (IFCC) AST / GOT (IFCC)

K4505 AST / TGO (IFCC) AST / GOT (IFCC)

K2553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method

K4553 BILIRUBINE DIRECTE Méthode Acide Sulfanilique DIRECT BILIRUBIN Sulfanilic Acid Method

K2443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method

K4443 BILIRUBINE TOTALE Méthode Acide Sulfanilique TOTAL BILIRUBIN Sulfanilic Acid Method

K2004 CALCIUM Méthode Arsenazo III CALCIUM Arsenazo III Method

K2005 CHLORURES Méthode Colorimétrique CHLORIDE Colorimetric Method

K2106 CHOLESTEROL CHOD-PAP CHOLESTEROL CHOD-PAP

K2206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

K4206 CHOLESTEROL-HDL Méthode Directe HDL-CHOLESTEROL Direct Method

K2416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method

K4416 CHOLESTEROL-LDL Méthode Directe LDL-CHOLESTEROL Direct Method

Réactifs dédiés pour KENZA One / Dedicated reagents for KENZA One

Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE
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REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

K2207 CK-NAC IFCC CK-NAC IFCC

K4207 CK-NAC IFCC CK-NAC IFCC

K2107 CREATININE Méthode cinétique CREATININE Kinetic method

K2117 CREATININE Méthode Enzymatique CREATININE Enzymatic method

K4117 CREATININE Méthode Enzymatique CREATININE Enzymatic method

K250E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay

K2210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay

K4210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay

K2RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay

K4RF1 FACTEURS RHUMATOIDES (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay

K2108 FER Méthode directe (Férène) IRON Direct Method (Ferene)

K4108 FER Méthode directe (Férène) IRON Direct Method (Ferene)

K2508 FERRITIN FERRITIN

K4508 FERRITIN FERRITIN

K2110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA

K4110 GAMMA GT GPNA carboxylé GAMMA GT carboxy GPNA

K2209 GLUCOSE GOD-PAP GLUCOSE GOD-PAP

K2010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay

K4010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay

K2217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method

K4217 Isoenzyme CK-MB Méthode d’immunoinhibition CK-MB Isoenzyme Immunoinhibition Method

K2011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method

K4011 L.D.H. (LDH-P) Méthode DGKC L.D.H. (LDH-P) DGKC Method

K2212 MAGNESIUM CALMAGITE MAGNESIUM CALMAGITE

K2214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method

K4214 PHOSPHATASE ALCALINE Méthode DEA ALKALINE PHOSPHATASE DEA Method

K2015 PHOSPHORE Inorganique Méthode U.V. Inorganic PHOSPHORUS U.V. Method

K2084 POTASSIUM Enzymatique POTASSIUM Enzymatic

K2016 PROTEINES TOTALES Méthode Biuret TOTAL PROTEINS Biuret Method

K2017 PROTEINES U.S. Méthode Rouge de Pyrogallol U.S. PROTEIN Pyrogallol Red Method

K2085 SODIUM Enzymatique SODIUM Enzymatic

K2208 TRANSFERRIN TRANSFERRIN

K4208 TRANSFERRIN TRANSFERRIN

K2519 TRIGLYCERIDES Méthode GPO TRIGLYCERIDES GPO Method

K2532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

K4532 UREE U.V. Méthode Cinétique Haute Linéarité UREA U.V. High Linearity Kinetic Method

K2701 VITAMIN D VITAMIN D

K4701 VITAMIN D VITAMIN D

K2901 ZINC ZINC

K4901 ZINC ZINC

95010 EXATROL-N Taux 1 EXATROL-N Level 1

95110 EXATROL-N Taux 1 EXATROL-N Level 1

95011 EXATROL-P Taux 2 EXATROL-P Level 2

95111 EXATROL-P Taux 2 EXATROL-P Level 2

95015 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator

95115 MULTICALIBRATOR Calibrateur Multiparamétrique MULTICALIBRATOR Multiparametric calibrator

95801 Calibrant LIPASE LIPASE Calibrator

95406 CALIBRATEUR CHOLESTEROL-HDL HDL-CHOLESTEROL CALIBRATOR

95806 CALIBRATEUR CHOLESTEROL-LDL LDL-CHOLESTEROL CALIBRATOR

95506 CALIBRATEUR HDL LDL CK-MB HDL LDL CK-MB CALIBRATOR

95013 Contrôle Normal AMMONIAC ALCOOL BICARBONATE Normal Control AMMONIA  ALCOHOL BICARBONATE

95023 Contrôle Pathologique AMMONIAC ALCOOL BICARBONATE Pathological Control AMMONIA ALCOHOL BICARBONATE

95012 Contrôle urinaire  Taux 1  et Taux 2 Urinary Control  Level 1 and Level 2

95289 G6-PDH Contrôle Déficient (hémolysat humain lyophilisé) G6-PDH Deficient control  (Lyophilised human hemolysed blood)

95089 G6-PDH Contrôle normal (hémolysat humain lyophilisé) G6-PDH Normal control  (Lyophilised human hemolysed blood)

97599 G6-PDH Control Set G6-PDH Control Set

95315 KIT CALCULS URINAIRES Contrôles Positifs et Négatifs STONE ANALYSIS SET Positive  and Negative Controls

95516 Sérum de contrôle HDL LDL CK-MB Lipides Taux 1 Control serum HDL LDL CK-MB Lipids  Level 1

95526 Sérum de contrôle HDL LDL CK-MB Lipides Taux 2 Control serum HDL LDL CK-MB Lipids Level 2

Calibrants et contrôles de biochimie  / Biochemistry calibrators and controls

Réactifs dédiés pour KENZA 240 et KENZA 450 TX/ISE / Dedicated reagents for KENZA 240 and KENZA 450 TX/ISE
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REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

13560 BIO-CK TCA Kaolin BIO-CK APTT Kaolin

13570 BIO-CK TCA Kaolin BIO-CK APTT Kaolin

13450 BIO-FIBRI Dosage Chronométrique du Fibrinogène BIO-FIBRI Chronometric determination of Fibrinogen

13451 BIO-FIBRI Dosage Chronométrique du Fibrinogène BIO-FIBRI Chronometric determination of Fibrinogen

13660 BIO-SIL TCA Silice BIO-SIL APTT Silica

13670 BIO-SIL TCA Silice BIO-SIL APTT Silica

13702 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI)  Prothrombin Time (PT)

13704 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI)  Prothrombin Time (PT)

13712 BIO-TP LI (Low ISI) Taux de Prothrombine (TP) BIO-TP LI (Low ISI)  Prothrombin Time (PT)

13880 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)

13885 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)

13881 BIO-TP Taux de Prothrombine (TP) BIO-TP Prothrombin Time (PT)

13980 BIO-TT Temps de Thrombine BIO-TT Thrombin Time

13565 CHLORURE DE CALCIUM 0,025M CALCIUM CHLORIDE 0.025M

13302 FACTOR II Plasma Déficient FACTOR II Deficient plasma

13309 FACTOR IX Plasma Déficient FACTOR IX Deficient plasma

13305 FACTOR V Plasma Déficient FACTOR V Deficient plasma

13307 FACTOR VII Plasma Déficient FACTOR VII Deficient plasma

13308 FACTOR VIII Plasma Déficient FACTOR VIII Deficient plasma

13310 FACTOR X Plasma Déficient FACTOR X Deficient plasma

13311 FACTOR XI Plasma Déficient FACTOR XI Deficient plasma

13312 FACTOR XII Plasma Déficient FACTOR XII Deficient plasma

13883 TAMPON OWREN KOLLER OWREN KOLLER BUFFER

13965 TP-CALSET Set de Plasmas de Référence TP-CALSET Standard Set

13970 BIO-CAL Plasma de référence BIO-CAL Reference Plasma

13961 PLASMA CONTRÔLE Taux 1 CONTROL PLASMA Level 1

13962 PLASMA CONTRÔLE Taux 2 CONTROL PLASMA Level 2

13963 PLASMA CONTRÔLE Taux 3 CONTROL PLASMA Level 3

13210 D-DIMER Test Immunoturbidimétrique D-DIMER Turbidimetric Immunoassay

13211 D-DIMER Control 1 D-DIMER Control 1 

13212 D-DIMER Control 2 D-DIMER Control 2

13971 COATROL 1 Taux 1 COATROL 1 Level 1

13972 COATROL 2 Taux 2 COATROL 2 Level 2

Réactifs d'hémostase / Haemostasis reagents

Calibrants et contrôles d'hémostase  / Haemostasis calibrators and controls

p 5 / 7



REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

RF050E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay

RF520E Facteurs Rhumatoides (FR) Test Immunoturbidimétrique RHEUMATOID FACTOR (RF) Turbidimetric Immunoassay

RF CALSET51 BIOLABO FR Kit de Calibration BIOLABO RF Standard Set

RF CALSH1 BIOLABO FR Calibrant Super Haut BIOLABO RF Standard Super High

RF CONT1 BIOLABO FR Contrôle BIOLABO RF Control

RF CONT5 BIOLABO FR Contrôle BIOLABO RF Control

CRP050E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay

CRP620E CRP Test Immunoturbidimétrique CRP Turbidimetric Immunoassay

CRP CALSET51 BIOLABO CRP Kit de Calibration BIOLABO CRP Standard Set 

CRP CALSH1 BIOLABO CRP Calibrant Super Haut BIOLABO CRP Standard Super High

CRP CONTL1 BIOLABO CRP Contrôle Bas BIOLABO CRP Control Low

CRP CONTL5 BIOLABO CRP Contrôle Bas BIOLABO CRP Control Low

CRP CONTH1 BIOLABO CRP Contrôle Haut BIOLABO CRP Control High

CRP CONTH5 BIOLABO CRP Contrôle Haut BIOLABO CRP Control High

ASLO050E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay

ASLO620E ASLO Test Immunoturbidimétrique ASLO Turbidimetric Immunoassay

ASLO CALH1 BIOLABO ASLO Calibrant Haut BIOLABO ASLO Standard High

ASLO CALSH1 BIOLABO ASLO Calibrant Super Haut BIOLABO ASLO Standard Super High

ASLO CALSET41 BIOLABO ASLO Kit de Calibration BIOLABO ASLO Standard Set 

ASLO CONT1 BIOLABO ASLO Contrôle BIOLABO ASLO Control

ASLO CONT5 BIOLABO ASLO Contrôle BIOLABO ASLO Control

23010 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay

23011 MICROALBUMINE Test Immunoturbidimétrique MICROALBUMIN Turbidimetric Immunoassay

23012 MICROALBUMINE Calibrant Super Haut MICROALBUMIN Standard Super High

23013 MICROALBUMINE Kit de calibration MICROALBUMIN Standard Set 

23014 MICROALBUMINE Contrôle MICROALBUMIN Control

22050 HbA1c ENZYM HbA1c ENZYM

22052 HbA1c ENZYM Kit de calibration HbA1c ENZYM Standard Set 

22010 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay

22011 HbA1c Test Immunoturbidimétrique HbA1c Turbidimetric Immunoassay

22012 HbA1c Kit de calibration HbA1c Standard Set 

22013 HbA1c Kit de contrôle HbA1c  Control Set

9905TH S. Typhi H (d.H) S. Typhi H (d.H)

9905TO S. Typhi O (9,12-O) S. Typhi O (9,12-O)

9905AH S. Paratyphi AH (a-H) S. Paratyphi AH (a-H)

9905AO S. Paratyphi AO (1,2,12-O) S. Paratyphi AO (1,2,12-O)

9905BH S. Paratyphi BH (b-H) S. Paratyphi BH (b-H)

9905BO S. Paratyphi BO (1,4,5-O) S. Paratyphi BO (1,4,5-O)

9905CH S. Paratyphi CH (c-H) S. Paratyphi CH (c-H)

9905CO S. Paratyphi CO (6,7-O) S. Paratyphi CO (6,7-O)

9905BA Brucella abortus Brucella Abortus

9905PK Proteus OXK Proteus OXK

9905P19 Proteus OX19 Proteus OX19

9905P2 Proteus OX2 Proteus OX2

9905BM Brucella Melitensis Brucella Melitensis

9905RB Rose Bengal (B. Abortus) Rose Bengal (B. Abortus)

9901PC Contrôle Positif Polyvalent Positive Polyvalent Control

9901NC Contrôle Négatif Polyvalent Negative Polyvalent Control

99058 ANTIGENES FEBRILES Pour Tests de Widal Félix STAINED FEBRILE ANTIGENS For Widal Felix Tests

081050 ASLO-LATEX ASLO-LATEX

097100 CRP-LATEX CRP-LATEX

098100 FR-LATEX FR-LATEX

3800100 RPR-CHARBON RPR-CHARBON

3800150 RPR-CHARBON RPR-CHARBON

4500100 TPHA TPHA

4500200 TPHA TPHA

085100 HCG-LATEX HCG-LATEX

Tests sur lame / Slide tests

Réactifs calibrants et contrôles d'Immunoturbidimétrie / Turbidimetric Immunoassay reagents, calibrators and controls
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REF DESIGNATION FR DESIGNATION GB

BIOLABO - Désignation des Dispositifs / Devices Designation

KENZA MAX KENZA MAX BioChemisTry PHOTOMETRE KENZA MAX BioChemisTry PHOTOMETER

KENZA ONE KENZA ONE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA ONE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240TX KENZA 240TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 240TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 240ISE
KENZA 240ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE 

avec module ISE

KENZA 240ISE - AUTOMATIC BIOCHEMISTRY ANALYSER with ISE 

Module

KENZA 450TX KENZA 450TX  - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 450TX - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 450ISE KENZA 450ISE - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 450ISE - AUTOMATIC BIOCHEMISTRY ANALYSER

KENZA 120TX
KENZA 120TX - ANALYSEUR AUTOMATIQUE DE BIOCHIMIE KENZA 120TX - AUTOMATIC BIOCHEMISTRY ANALYSER

BIOSOLEA 2 BIO SOLEA 2 - COAGULOMETRE  2 CANAUX BIO SOLEA 2 - COAGULOMETER 2 CHANNELS 

BIOSOLEA 4 BIO SOLEA 4 - COAGULOMETRE  4 CANAUX BIO SOLEA 4 - COAGULOMETER 4 CHANNELS 

SOLEA 100 SOLEA 100 - ANALYSEUR AUTOMATIQUE D'HEMOSTASE SOLEA 100 - FULL AUTOMATED COAGULATION ANALYSER

SCUP120 Serum Cup K120TX Serum Cup  K120TX

CO0080 SERUM CUPS SERUM CUPS 

CO4015 EXTRA Cleaning EXTRA Cleaning 

CO4020 IPO Cleaning IPO Cleaning

CO0058 SERUM CUPS K450 SERUM CUPS K450 

K450CS Cleaning Solution K450 Cleaning Solution K450

RP240ISE Pack Réactifs - ISE Reagent Pack - ISE

G2058/A Cleaning Solution - ISE Cleaning Solution - ISE

5202 Electrode K - ISE Electrode K - ISE

5205 Electrode Li - ISE Electrode Li - ISE

5207 Electrode Cl - ISE Electrode Cl - ISE

5201 Electrode Na - ISE Electrode Na - ISE

5204 Electrode de référence Reference Electrode

S100CS CLEANING SOLUTION SOLEA 100 CLEANING SOLUTION SOLEA 100

Analyseurs / Analysers

Consommables et solutions de nettoyage / Consumables and cleaning solutions
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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 

 



BOEN HEALTHCARE CO., LTD. 

Certificate of Analysis 

Report No.: GM03-BN23 

Product Name Blood Lancet Specification 28G

Lot. No. 230401 Mfg. Date 2023-04

Exp. Date 2028-03 Order Quantity 20000pcs 

Sampling Quantity 100pcs Inspection Date 2023.05.15 

Inspection Standard Factory Standard Report Date 2023.05.15 

Item Technical Requirement Result Conclusion 

Appearance 

The lancet shall be clean, no foreign impurities. Comply Qualified 

The lancet shall be no injection defects such as 

burr, fly edges, bubble, etc. 
Comply Qualified 

Lancet 
The needle should be smooth, no defects. Comply Qualified 

The needle is sharp. Comply Qualified 

Firmness The needle is firmly connected with the base. Comply Qualified 

Sterile The lancet shall be sterile. Comply Qualified 

Conclusion Meet the requirement 

Inspector: Tom Li Checker: Leo Sun 

Date: 2023.05.15  Date: 2023.05.15 











 

 

 

CERTIFICATE 

 

The Certification Body 
of TÜV SÜD Management Service GmbH 

certifies that 

OSRAM Opto Semiconductors GmbH 
Leibnizstraße 4 

93055 Regensburg 
Germany 

has established and applies 
a Quality Management System for 

Design and manufacturing of  
opto semiconductor wafer,  

opto electronic components and displays 
(with Product Design as per Chapter 8.3). 

An audit was performed and has furnished proof 
that the requirements according to 

IATF 16949 
First Edition 2016-10-01 

are fulfilled. 

Issue date: 2021-08-10 

Expiry date: 2024-08-09 

Certificate Registration No.: 12 111 46091/05 TMS 

IATF Certificate No.: 0416349 

Part of the certificate is an appendix. 

  

 
Head of Certification Body 

Munich, 2021-08-12 
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Appendix of Certificate Registration No.: 
12 111 46091/05 TMS 

IATF Certificate No.: 0416349 

 

OSRAM Opto Semiconductors GmbH 
Leibnizstraße 4 

93055 Regensburg 
Germany 

 
The site is supported by the following remote locations: 

 Address Supporting functions 

 
OSRAM Opto Semiconductors, Inc. 
Kifer Road 1150 
Sunnyvale, California, CA 94086 
USA 

Customer service, Logistics 

 
OSRAM GmbH 
Marcel-Breuer-Straße 6 
80807 München 
Germany 

Policy making, Quality system management, 
Sales 

 

 

 

   

 

   

  

 
Head of Certification Body 

Munich, 2021-08-12 
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Место и дата: От выпускающего офиса:
Espoo, 18 июня 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Представитель руководства

 

Невыполнение условий Договора на сертификацию делает данный Сертификат недействительным.

Аккредитованный офис:  DNV GL Business Assurance Finland Oy Ab, Keilaranta 1, 02150 Espoo, Finland - TEL: +358 10 292 4200. www.dnvgl.fi/assurance

MANAGEMENT SYSTEM

CERTIFICATE  

Сертификат №:
59878-2009-AQ-MCW-FINAS

Дата начальной сертификации:
20 декабря 2000

Действителен:
01 сентября 2021 – 31 августа 2024

Настоящим удостоверяется, что система менеджмента организации:

АО «ТЕРМО ФИШЕР САЙЕНТИФИК»
Кубинская, д.73, литер А, корпус 1, Санкт-Петербург, Российская Федерация, 196240

была признана соответствующей стандарту:

ISO 9001:2015

Настоящий сертификат действителен для следующей области:

ПРОИЗВОДСТВО ДОЗАТОРОВ ПИПЕТОЧНЫХ И СПЕЦИАЛЬНОГО
ДИАГНОСТИЧЕСКОГО ПЛАСТИКА.

http://www.dnvgl.fi/assurance
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CERTIFICATO n. 
CERTIFICATE No. 

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITÀ DI 
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY 

 

ROLL S.r.l.  
 

UNITÀ OPERATIVA / OPERATIVE UNIT 
 

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD) 
Italia 

È CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD 
 

UNI CEI EN ISO 13485:2016 
 

Sistema di Gestione per la Qualità / Quality Management System 
 

PER LE SEGUENTI ATTIVITÀ / FOR THE FOLLOWING ACTIVITIES 
 

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.  
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali. 

 

Design and production of Holders for vacuum sampling.  
Design and production of diagnostic kits for blood and biological liquids  

analysis. Injection moulding of thermoplastic materials for medical devices. 

Riferirsi alla documentazione del Sistema di Gestione per la Qualità aziendale per l'applicabilità dei requisiti della norma di riferimento. 
Refer to the documentation of the Quality Management System for details of application to reference standard requirements. 

 

Il presente certificato è soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico. 
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification  of company management systems” and Specific Scheme. 

 

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato, 
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it. 

For timely and updated information about any changes in the certification status referred to in this certificate, 
please contact the number +39 02 725341 or email address info@icim.it. 

 

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA 
FIRST ISSUE CURRENT ISSUE EXPIRING DATE 

 18/01/2007  18/01/2022 17/01/2025 
 

 
 

____________________________________________ 

Vincenzo Delacqua 
Rappresentante Direzione / Management Representative 

ICIM S.p.A. 
Piazza Don Enrico Mapelli, 75 – 20099 Sesto San Giovanni (MI) 

www.icim.it 

mailto:info@icim.it






EG-KONFORMITÄTSERKLÄRUNG · EC DECLARATION OF CONFORMITY 

DÉCLARATION CE DE CONFORMITÉ · DICHIARAZIONE CE DI CONFORMITÀ 
 

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: 

Microscope Cover Glass

(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: 

CE 

Benannte Stelle: /  
Notified Body: /  
Organisme notifié: /  
Organismo notificato: 

Suzhou, 201.05.26
_________________________ 
Ort, Datum / Place, date / 

Lieu, date / Luogo, data 

 General Manager 

______________________________ 
Name und Funktion / Name and function / 

Nom et fonction / Nome e funzione 

Common/Others IVD
(Devices of NOT Annex II and NOT self-test)






	Certificate_13485_en_20211027-1
	Certificate_13485_en_20211027-2
	EG-Zertifikat_en_1
	EG-Zertifikat_en_2
	Zeichnung16
	Seite 1
	Seite 2


		2023-12-13T14:39:22+0200
	Moldova
	MoldSign Signature




