










TECHNICAL DATA SHEET 
CUVETTES FOR COAGULOMETER COATRON 

 
http://www.aptaca.com/ENG/laboratory_testing_products/instrumentation_produ

cts/cuvettes_for_coagulometer_teco_diamed_dialab.php 

 

In polystyrene with high optical transparency. 

Cod. Dim. mm Type Vol. ml 

5951 Ø 10 x 23.4 1 cell 0.8 

    

 

 

 

http://www.aptaca.com/ENG/laboratory_testing_products/instrumentation_products/cuvettes_for_coagulometer_teco_diamed_dialab.php
http://www.aptaca.com/ENG/laboratory_testing_products/instrumentation_products/cuvettes_for_coagulometer_teco_diamed_dialab.php




 

Declaration of Conformity 
 

HL-7-0136DC DOI 2015/07 (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 
 
5185 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: 28 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-7-0511DC DOI 2015/08 (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 
                  
5376 Clauss Fibrinogen 100 55997 
                  
 

 

 

I, the undersigned declare that the devices registered against the above GMDN 
Classification Code conforms to the said Directives. 
 
 
Full Name: M.J. Stephenson    Title: Managing Director 
 
 
Signed:       Date: 12 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 

 

mailto:info@helena-biosciences.com
http://www.helena-biosciences.com


18648

NON STERILE

Ø 12x86mm

Lithium heparin for 5ml of blood in

polypropylene test tube.

18650

NON STERILE

Ø 16x100mm

Lithium heparin for 10ml of blood in

polypropylene test tube.

18610

NON STERILE

Ø 12x56mm

0,25ml of sodium citrate in

polypropylene test tube.

Utilizzando il sito, accetti l'utilizzo dei cookie da parte

nostra. maggiori informazioni Accetto

https://www.kima.it/en/privacy/
IBesirik
Subliniat

IBesirik
Subliniat



 

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 

 



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

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

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

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

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

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

Page: 1 of 2

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

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

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


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

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

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

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

Certificate No: MD 69326

Location Registered Activities

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

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

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

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

 
 
Avantor Performance Materials B.V. reg. No. 38013066 who is an established manufacturer of 

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at: 

 

Teugseweg 20 

7418 AM Deventer 

the Netherlands 

 

herewith declares the following: 

 

The reagents (see attached list) are labeled with the J.T. Baker label and have the CE mark on the label 

where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC 

and the conformity assessment procedure according to Annex III. 

The products are not part of List A and List B of Annex II of the IVD Directive 98/79/EC but are subject to 

self registration. 

This declaration is valid for all the IVD medical devices described above and which are placed on the 

market by ourselves on or after the date hereof and which bear the CE marking. 

 

Deventer, the Netherlands. 

22 November 2011 

 

 
 
Dr. J. Mittendorf 
QA & RA Manager 
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J.T.Baker product list for CE marked products 
 
Prod.no. Product Pack size 
Reagents for diluting and lysing 
3961 Diluid™ 100 Plus 20 liter 
3954 Diluid 590 20 liter 
3969 Diluid 610 20 liter 
3430.9010 Diluid Abacus 10 liter 
3430.9020 Diluid Abacus 20 liter 
3996 Diluid AC 900 20 liter 
3996.9010PC Diluid AC 900 10 liter 
3476.9020PC Diluid APR 20 liter 
3957 Diluid Azide free 20 liter 
3958 Diluid Azide free 10 liter 
3963.9010 Diluid III Diff 10 liter 
3963 Diluid III Diff 20 liter 
3974 Diluid III Diff Seaccontainer  20 liter 
3459.9020 Diluid Erma 20 liter 
3483.9020PC Diluid NR 20 liter 
3439.9020PC Diluid Mindray 20 liter 
3832.9020 Diluid Sheath 3200-4000 20 liter 
3976 Diluid ST 1600/2000 20 liter 
3496.9020PC Diluid M5 20 liter 
3495.9010PC Sheath D 10 liter 
3826 Sheath Fluid 3000/3500 20 liter 
3826.5000 Sheath Fluid 3000/3500 5 liter 
3827.5000PC LeucoLyse 5 liter 
3998 CN-free Lyse Diff AC 900 5 liter 
3744 CyMet™ 1000 CN free 5 liter 
3773.5000PC CyMet 4500 CN free 5 liter 
3824 CyMet 3000 10 liter 
3823.1000 CyMet 3200 CN free 1 liter 
3825 CyMet 3500 CN free 5 liter 
3839.5000PC CyMet 3500 5 liter 
3975 CyMet 530+ CN free 10 liter 
3971 CyMet 590 CN free  5 liter 
3970 CyMet 610 CN free 10 liter 
3977 CyMet 610 CN free 5 liter 
3918.5000 CyMet 9000 CN free  5 liter 
3431.1000 CyMet Abacus CN free 1 liter 
3444.1000PE CyMet Abacus EO 1 liter 
3445.1000PE CyMet Abacus Baso 1 liter 
3477.0500PE CyMet APR CN free 500 ml 
3478.1000PE CyMet APR EO 1 liter 
3479.1000PE CyMet APR Baso II 1 liter 
3755 CyMet Automated 5 liter 
3757 CyMet Automated 500 ml 
3780 CyMet Automated CN Free 1 liter 
3460.0500 CyMet Erma 500 ml 
3841.1000PE CyMet H12 CN Free 1 liter 
3842.1000 EO Reagent Autocounter 1 liter 
3853.1000 CyMet H20 1 liter 
3968 CyMet III Diff 1 liter 
3964 CyMet III Diff 5 liter 
3972.1000 CyMet III Diff CN free 1 liter 
3972.5000 CyMet III Diff CN free 5 liter 
3740.0500 CyMet KX CN Free 500 ml 
3852.1000 CyMet Micro 1 liter 
3852.0500 CyMet Micro 500 ml 
3857.1000 CyMet Micro CN free 1 liter 
3857.0500 CyMet Micro CN free 500 ml 

   
3863.1000 CyMet Micro CN free 1L micros 
3440.0500PE CyMet Mindray CN Free 500 ml  
3441.0500PE CyMet Mindray  500 ml  
3480.5000PC CyMet SF Baso 5L 
3481.5000PC CyMet SF Diff 1 5L 
3482.0500PE CyMet SF Diff 2 500 ml 
3775.1000 CyMet ST 1600/2000 1 liter 
3759.1000 CyMet ST 1600/2000 CN free 1 liter 
3759.5000 CyMet ST 1600/2000 CN free 5 liter 
3788 CyMet STX/STL 1 liter 
3919 CyMet STX/STL 5 liter 
3484.1000PE CyMet NR III 1 liter 
3486.1000PE CyMet NR III, CN Free 1 liter 
3485.1000PE CyMet NR V 1 liter 
3497.0500PE CyMet MH CN Free 500 ml 
3489.1000PE CyMet MBA 1 liter 
3487.1000PE CyMet MD(I) 1 liter 
3488.0500PE CyMet MD(II) 500 ml 
3077 LyzerGlobin™ 500 ml 
3769 LyzerGlobin 6 x 15 ml 
3771 LyzerGlobin PCE 6 x 15 ml 
3770 LyzerGlobin II 10 x 10 ml
3850 LyzerGlobin CN free 6 x 15 ml 
Cleaners   
3766.0500 DetectoTerge 500 ml 
3763 DetectoTerge 5 liter 
3766 DetectoTerge 1 liter 
3900 ProClean™  5 liter 
3768.1000 ProClean 1L micros 
3867.1000PE ProClean Extra 1L micros 
3862.1000 ProClean Extra 1 liter 
3862.5000 ProClean Extra 5 liter 
3901 ProClean Plus  100 ml 
3902.0100PE ProClean CD  100 ml 
3432.5000 ProClean Abacus 5 liter 
3946 Blanking Solution Hgb 20 liter 
3947 Blanking Solution 1600/2000 20 liter 
3917 Hypochlorite 0.5% 1liter 
3917.5000 Hypochlorite 0.5% 5 liter 
3936.1000 Hypochlorite 5% 1liter 
3442.5000PE Rinse Mindray 5 liter 
3915 Rinsing Solution Serono 9000 20 liter 
3941.1000PE HypoChlorite NR 1 liter 
3941.5000PC HypoChlorite NR 5 liter 
3498.1000PE ProClean MX5 1 liter 
Reagents for 5-part WBC diff.  on STKS and MaxM. 
3938 RBCLyse™ 1 liter 
3938G.1000PE RBCLyse G 1 liter 
3939 WBCStabilise™ 500 ml 
3492.0090        RetiCount MH  6 x 15 ml 
3493.0500PE  RetiClear MHG 500 ml 
3493.1000PE  RetiClear MHG 1 liter 
3494.0200PE RetiCount G 200 ml 
3774 Reticount™ 30 ml 
3777 Reticount CD 15 x 3.5 ml
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Hematology Controls 
3721/3722/3723 8 PMC Low/Normal/High 8 ml 
3724/3725/3726 8 PMC Low/Normal/High 2.5 ml 
3633/3634/3635 8 PMC Low/Normal/High ext 2.5 ml 
3701/3702/3703 8 PMC Low/Normal/High 4.5 ml 
3922/3923/3924 8 PMC L/N/H Swelab 4.5 ml 
3746 8 PMC 1 x L,1 x N,1 x H 3 x 2.5 ml 
3747 8 PMC 4 x Normal 4 x 2.5 ml 
3748 8 PMC 4 x Normal 4 x 8 ml 
3749 8 PMC 4 x Low 4 x 2.5 ml 
3751 8 PMC 1x L, 4 x N, 1x H 6 x 2.5 ml 
3734/3735/3736 3-Diff Control L/N/H 2.5 ml 
3630/3631/3632 3-Diff Control L/N/H ext 2.5 ml 
3820/3821/3822 3-Diff Control L/N/H 4.5 ml 
3752 3-Diff Control 4 x Low 4 x 2.5 ml 
3753 3-Diff Control 4 x Norm 4 x 2.5 ml 
3754 3-Diff Control 4 x High  4 x 2.5 ml 
3782/3783/3784 CA-Diff Control L/N/H 4.5 ml 
3607/3608/3609 CA-Diff Control L/N/H 2.5 ml 
3610/3611/3612 DIA Diff 5 Control L/N/H 4.5 ml 
3731/3732/3733 XE-Diff Control L/N/H 4.5 ml 
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml 
3613/3614/3615 BC Diff 5 Control L/N/H 4.5 ml 

3684/3685/3686 ADV-Diff Control L/N/H 3.5 ml 
3690/3691/3692 ADV Retic 1/2/3 4.0 ml 
3828/3829/3830 CD-Diff Control 3.0 ml 
3838 CD-Diff Control 2x L,N,H 6 x 3.0 ml 
3687/3688 CD 4K Retic 1/2 3.0 ml 
3892/3893/3894 AC-Diff Control 2.5 ml 
3896/3897/3898 K-Diff Control 2.5 ml 
3696/3697 WBC reduced Plt Control L/H 3.0 ml 
3698/3699 WBC reduced RBC Control 

L/H 
3.0 ml 

Laser controls for Coulter MaxM, GenS and STKS 
3681/3682/3683 5D Control Low /N /H 5.0 ml 
Calibration Set for Cell Analysers. 
3940 Cal Set 1 2 x 2.5 ml 
3720 Platelet Control Ext. value 5 x 3 ml 
Phosphate Buffered Saline. 
3059 PBS, diluting fluid for 

bloodgrouping 
20 liter 

3059.9010PC PBS, diluting fluid for 
bloodgrouping 

10 liter 

 

--------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
 

Number Product Content
  Stains and Dyes  
3554.1000PE Papanicolaou Solution 2A 1 liter 
3554.2500PE Papanicolaou Solution 2A 2.5 liter 
3554.9200PE Papanicolaou Solution 2A 200 liter 
3555.1000PE Papanicolaou Solution 2B 1 liter 
3555.2500PE Papanicolaou Solution 2B 2.5 liter 
3556.1000PE Papanicolaou Solution 3B 1 liter 
3556.2500PE Papanicolaou Solution 3B 2.5 liter 
3556.9200PE Papanicolaou Solution 3B 200 liter 
3800.1000PE Eosine-Y Alcoholic 1 liter 
3800.2500PE Eosine-Y Alcoholic 2.5liter 
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter 
3871.1000 Eosine Solution 0.2% ready to 

use 
1 liter 

3871.2500 Eosine Solution 0.2% ready to 
use 

2.5 liter 

3856.0100 Giemsa 0.1 liter 
3856.0500 Giemsa 0.5 liter 
3856.1000 Giemsa 1 liter 
3856.2500 Giemsa 2.5 liter 
3870.1000 Hematoxyline er (Mayer) 1 liter 
3870.2500 Hematoxyline er (Mayer) 2.5 liter 
3873.1000 Hematoxyline (Harris, Gill II)  1 liter 
3873.2500 Hematoxyline (Harris, Gill II)  2.5 liter 
3879.1000 Leishman 1 liter 
3855.0500 May Grünwald 0.5 liter 
3855.1000 May Grünwald 1 liter 
3855.2500 May Grünwald 2.5 liter 
   
   

   
3864.1000 Papanicolaou 2A OG6 1 liter 
3864.2500 Papanicolaou 2A OG6 2.5 liter 
3865.1000 Papanicolaou 2B Orange II 1 liter 
3865.2500 Papanicolaou 2B Orange II 2,5 liter 
3866.1000 Papanicolaou 3B EA 50 1 liter 
3866.2500 Papanicolaou 3B EA 50 2,5 liter 
3876.1000 Shorr 1 liter 
3878.1000 Wright 1 liter 
  Clearing agent   
3905.2500PE UltraClear 2.5 liter 
3905.5000PE UltraClear 5 liter 
3905.9010PE UltraClear 10 liter 
3905.9200 UltraClear 200 liter 
  Mounting media  
3921.0500 UltraKitt 500 ml 
3921.0600 UltraKitt 6 x 100 

ml 
  Fixatives  
3933.1000 10% v/v Buffered 

Formaldehyde 
1 liter 

3933.5000PC 10% v/v Buffered 
Formaldehyde 

5 liter 

3933.9010 (PE) 10% v/v Buffered 
Formaldehyde 

10 liter 
(PE) 

3933.9020 (PE) 10% v/v Buffered 
Formaldehyde 

20 liter 
(PE) 

3869.1200 Cervix Fixative 12 x 125 
ml 

3880.1000 Bouin’s Fixative 1 liter 
3058.9010 Immuno PBS 20x 

concentrated 
10 liter 

 
 
22 November 2011 









This approval is subject to the company maintaining its system to the required standard, which will be monitored by NQA, USA, 289 

Great Road, Suite 105, Acton, MA 01720, an accredited organization under the ANSI National Accreditation Board.

Page 1 of 1

This is to certify that the Quality Management System of:

Avantor Fluid Handling B.V.
Maidstone 50

5026 SK Tilburg

The Netherlands

applicable to:

The design, engineering, manufacturing and distribution of Single Use Systems and 

supporting hardware, including installation-, service- and maintenance activities for the 

pharmaceutical and biotech industry.

has been assessed and approved by 

National Quality Assurance, U.S.A., against the provisions of:

ISO 9001:2015 

For and on behalf of NQA, USA

K
16880Certificate Number:

34EAC Code:

March 22, 2012Certified Since:

March 19, 2024Valid Until:

March 20, 2021Reissued:

March 20, 2021Cycle Issued:



 

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 

 













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:
Andrew Launn, EMEA Systems Certification Director

Original Registration Date: 2018-10-12 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-12 Expiry Date: 2022-04-12

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=12%2f10%2f2021&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

Distribution of In Vitro Diagnostic Products including Test
Kits, Reagents, Accessories and Instruments.

Certificate No: FM 743464

Location Registered Activities

Original Registration Date: 2018-10-12 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-12 Expiry Date: 2022-04-12

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=12%2f10%2f2021&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, Development, Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and Instruments.

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

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2021-10-05 Expiry Date: 2022-04-12

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
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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

Distribution of In Vitro Diagnostics Products including Test
Kits, Reagents, Accessories and Instruments.

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

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.
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Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

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

Holds Certificate No: MDSAP 743463

Facility ID Number: F004943

Statement of Conformity: The company listed on this certificate has been audited to and found to conform with the
following criteria: ISO 13485:2016 and Australia - Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule
3 Part 1 (excluding Part 1.6) - Full Quality Assurance Procedure; Brasil - RDC ANVISA n. 16/2013, RDC ANVISA n.
23/2012, RDC ANVISA n. 67/2009; Canada - Medical Devices Regulations - Part 1 - SOR 98/282; Japan - MHLW
Ministerial Ordinance 169, Article 4 to Article 68, PMD Act; USA - 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 -
Subparts A to D

Please see scope page.

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

Original Registration Date: 2017-12-07 Effective Date: 2021-10-13 Expiry Date: 2022-10-12
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Design and Manufacture of In Vitro Diagnostic Medical Devices, used in the Screening of Blood Donor
Units for Transmissible Diseases. Design and Manufacture 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, Refurbishment, Distribution, and Post-Market Customer Service and
Support of In Vitro Diagnostic Medical Devices for Immunoassay and Clinical Chemistry Systems.
Manufacture, Design / Development of In Vitro Diagnostic Products including Instruments, Reagents, and
Accessories for Hematology.
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Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA
Facility ID Number: F004943

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
Facility ID Number: F004943

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
Facility ID Number: F004943

Distribution of In Vitro Diagnostic Products including Test
Kits, Reagents, Accessories and Instruments.
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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 

 

MEUS S.r.l. 
 

Unità Operative / Operative Units 

Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - Italia 
Progettazione e produzione di kit diagnostici per l’analisi del sangue e dei liquidi biologici. Progettazione e 

produzione di terreni di coltura per microbiologia.  
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

Via dell'Industria 2-16 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 

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 kit diagnostici per l’analisi del sangue e dei liquidi 
biologici. Progettazione e produzione di terreni di coltura per microbiologia. 

Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico. 
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi. 

 

Design and production of diagnostic kits for blood and biological liquids analysis. 
Design and production of culture media for microbiology. Design and production of 
sterile needles and devices for collection of haematological samples. Design and 

production of moulds for plastic labware. 

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
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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
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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 

 

VACUTEST KIMA S.r.l. 
 

Sede / Head office 
Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 

Uffici direzionali e amministrativi 
Unità Operative / Operative Units 

Via dell'Industria, 12 - 35020 Arzergrande (PD) – Italia 
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine. 

Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni 
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili. 

Via Leonardo Da Vinci, 22 – 35028 Piove di Sacco (PD) 
Uffici commerciali e magazzino. 

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 provette con vuoto predeterminato ad uso prelievo 
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue. 

Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per 
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto 

predeterminato e aghi sterili. 
 

Design and production of test tubes with predetermined vacuum for collection of 
haematological samples, biological liquids and urine samples. Production of test tubes 
for micro-collection of haematological samples. Trading of the products of the Group: 
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes 

with predetermined vacuum and sterile needles. 

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
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