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CERTIFICATE 

This is to certify that 
 

 
 

VWR International Europe bv 
 

Researchpark Haasrode 2020 
Geldenaaksebaan 464 
3001 Leuven 
Belgium 
 
with the organizational units/sites as listed in the annex 
has implemented and maintains a Quality Management System.  

Scope: 
Sales and supply of branded and private label chemicals, consumables, laboratory equipment, 
furniture, and medical devices from global leading developers and manufacturers of those 
products to customers in biopharma, healthcare, advanced technology and applied materials, 
education and government; manufacture of private label products, primarily laboratory and 
production chemicals including custom manufacturing solutions used in biopharmaceutical and 
industrial applications and production processes; provide value-added service offerings such as 
client outsourced activities: including sourcing and procurement, logistics, chemical and 
equipment tracking, lab and production services, scientific services and sample management; 
technical services in-house and at customer sites including installation, maintenance, 
qualification, calibration and repair of laboratory equipment 
 

Through an audit, documented in a report, it was verified that the management system 
fulfills the requirements of the following standard: 
 
 

ISO 9001 : 2015 

 

Certificate registration no. 

Valid from 

Valid until 

Date of certification 

530840 QM15 

2021-08-04 

2024-06-28 

2021-08-04 

 

DQS GmbH 
 

   
Markus Bleher 
Managing Director  
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Location Scope 

530842 
VWR International GmbH 
Graumanngasse 7 
1150 Wien 
Austria 

 
Sales and supply; Lab and Production 
Services 

530843 
VWR International GmbH 
Zimbagasse 5 
1210 Wien 
Austria 

 
Distribution; Technical Services 
 

530841 
VWR International bv 
Researchpark Haasrode 2020 
Geldenaaksebaan 464 
3001 Leuven 
Belgium 

 
Sales and supply; 
Distribution; 
Manufacture; 
Lab and Production Services; 
Technical services 
 

531223 
VWR International GmbH 
Rue de Rive 18 
1260 Nyon 
Switzerland 

 
Sales and supply 

531224 
VWR International GmbH 
Grabenstraße 1 
8952 Schlieren 
Switzerland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531221 
VWR International GmbH 
Lerzenstraße 16 / 18 
8953 Dietikon 
Switzerland 

 
Sales and supply 
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Location Scope 

530844 
VWR International s.r.o. 
Praská 442 
281 67 Stribrná Skalice 
Czech Republic 

 
Sales and supply; 
Distribution; 
Kitting Services; 
Technical services 
 

530847 
VWR International s.r.o. 
Pivovarská 30 
75661 Rožnov prod Radhoštêm 
Czech Republic 

 
Sales and supply 

530868 
VWR International GmbH 
Großenhainer Straße 99 
01127 Dresden 
Germany 

 
Sales and supply 

530869 
VWR International GmbH 
Wöhlerstraße 42 
30163 Hannover 
Germany 

 
Sales and supply 

530867 
VWR International GmbH 
Hilpertstraße 20A 
64295 Darmstadt 
Germany 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

539946 
VWR International GmbH 
Heinrich-Blanc-Straße 40 
76646 Bruchsal 
Germany 

 
Distribution 
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Location Scope 

530865 
VWR International GmbH 
John-Deere-Straße 5 
76646 Bruchsal 
Germany 

 
Sales and supply; 
Distribution 
 

530866 
VWR International GmbH 
Vichystraße 2 
76646 Bruchsal 
Germany 

 
Distribution 

530870 
VWR International GmbH 
Fraunhoferstr.11 
85737 Ismaning 
Germany 

 
Sales and supply 

530871 
VWR International GmbH 
James-Franck-Ring 9 
89081 Ulm 
Germany 

 
Sales and supply 

530859 
VWR International A/S 
Tobaksvejen 21 
2860 Søborg 
Denmark 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531213 
VWR International Eurolab, S.L. 
C/ De la Technología, 5-17A7 - Llinars Park 
08450 Llinars Del Vallès Barcelona 
Spain 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
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Location Scope 

530860 
VWR International Oy 
Valimotie 9 
00380 Helsinki 
Finland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

530863 
VWR International S.A.S. 
Europarc 
26 Avenue Leonard de Vinci 
33608 Pessac Cedex 
France 

 
Sales and supply 

530861 
VWR International S.A.S 
Chemin de la Croix Saint-Marc 
Z.l. de Vaugereeau 
45250 Briare-le-Canal 
France 

 
Distribution; Manufacture 
 

530862 
VWR International S.A.S 
Immeuble Estréo, 
1-3 Rue d'Aurion 
93110 Rosny-sous-Bois 
France 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531226 
VWR International Ltd 
VWR House 
Warren Court 
Feldspar Close 
Enderby 
LE19 4SD 
Leicester 
United Kingdom 

 
Sales and supply 
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Location Scope 

531228 
LAB3 Service 
1 Dragon Court 
Crofts End Road 
St George 
Bristol 
BS5 7XX 
United Kingdom 

 
Lab and Production Services; 
Technical services 
 

531225 
VWR International Ltd. 
Customer Service Centre 
Hunter Boulevard 
Magna Park 
Lutterworth, Leicestershire 
LE17 4 XN 
United Kingdom 

 
Sales and supply; 
Distribution; 
Manufacture; 
Lab and Production Services; 
Technical services 
 

531227 
VWR International Ltd. 
14 Media Village 
Liscombe Park 
Soulbury 
Leighton Buzzard 
LU7 0GA 
United Kingdom 

 
Sales and supply 

540366 
VWR International 
Medical Equipment Supplies and 
Management 
The Solutions Buckshaw Village, Chorley 
Chorley 
PR7 7EL 
United Kingdom 

 
Sales and supply; 
Distribution; 
Technical Services 
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Location Scope 

531229 
Basan - the cleanroom division of VWR 
Units 2 & 3 Newton Court 
Basingstoke 
RG24 8GF 
United Kingdom 

 
Sales and supply; 
Distribution; 
Manufacture 
 

546015 
Hichrom Ltd 
1-3 The Markham Centre, Station Road, 
Theale, 
Reading, Berkshire 
RG7 4AB 
United Kingdom 

 
Manufacture of UHPLC and HPLC columns 
with lot traceability. Procurement and 
distributor for UHPLC and HPLC columns 
and associated solvents, packing materials 
and accessories with lot traceability 

531198 
VWR International Kft. 
Simon Lászlo utca 4 
4034 Debrecen 
Hungary 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531199 
VWR International Ltd 
Orion Business Campus 
Northwest Business Park 
Ballycoolin, Blanchardstown 
Dublin 15 
Ireland 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531200 
VWR International (Northern Ireland) Ltd 
19 Clarendon Street 
Derry BT4 87EP 
Ireland 

 
Sales and supply 
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Location Scope 

531201 
VWR International s.r.l. 
Via San Giusto 85 
20153 Milano 
Italy 

 
Sales and supply; 
Lab and Production Services; 
Technical Services; 
Manufacture 

531203 
VWR International B.V. 
Orlyplein 85 
1043 AP Amsterdam 
Netherlands 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531205 
VWR International AS 
Brynsalleen 4 
0667 Oslo 
Norway 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531206 
VWR International AS 
Kokstadtflaten 35 
5152 Bønes (Bergen) 
Norway 

 
Sales and supply 

531207 
VWR International AS 
Leirfossvegen 27 
7038 Trondheim 
Norway 

 
Sales and supply 

531211 
VWR International Sp. z. o.o. 
Limbowa 5 
80-175 Gdańsk 
Poland 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
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Location Scope 

531212 
VWR International Sp. z. o.o. 
Aleja Niepodległości 606/610 
81-879 Sopot 
Poland 

 
Distribution 

531208 
VWR International 
Material De Laboratorio, LDA 
Centro Empresarial de Alfragide 
Rua da Industria, nº 6 
2610-088 Alfragide 
Portugal 

 
Sales and supply; 
Distribution; 
Lab and Production Services; 
Technical services 
 

531217 
VWR International AB 
Fagerstagatan 18A 
163 94 Stockholm 
Sweden 

 
Sales and supply; 
Lab and Production Services; 
Technical services 
 

531220 
VWR International AB 
Skiffervägen 12 
224 78 Lund 
Sweden 

 
Sales and supply 

531218 
VWR International AB 
Varbergsgatan 2 
412 65 Göteborg 
Sweden 

 
Sales and supply 

531219 
VWR International AB 
Nordiskt Centrallager 
Gjuterigatan 3 (Bofors Industriområde) 
691 50 Karlskoga 
Sweden 

 
Distribution 
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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 BeneSpheraTM 3 Part 

Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for 

Measurement, Control and Laboratory Use. 

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. 
 
January 6, 2015 
 
 
 
 
 
 
Dr. J. Mittendorf 
QA & RA Manager 
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J.T.Baker
®
 product list for CE marked products 

 

Product no. Product Pack size 

Hematology Analyzer 
2983 BeneSphera™ 3-part Diff  

Hematology Analyzer H32 
1 unit 

Clinical Chemistry Analyzer 

2946 BeneSphera™ Clinical Chemistry 
Analyzer C72 

1 unit 

Diluents 
3961 Diluid 100 Plus 20 liter 

2990.9010PC Diluid™ 22 10 liter 

3954 Diluid 590 20 liter 

3969 Diluid 610 20 liter 

3430.9020 Diluid Abacus 20 liter 

3430.9010 Diluid Abacus 10 liter 

3996 Diluid AC 900 20 liter 

3476.9020PC Diluid APR 20 liter 

3957 Diluid Azide free 20 liter 

2901.9010PC Diluid BS34 10 liter 

3963 Diluid III Diff 20 liter 

3963.9010 Diluid III Diff 10 liter 

3459.9020 Diluid Erma 20 liter 

3419.9020PC Diluid M5 20 liter 

3439.9020PC Diluid Mindray 20 liter 

3483.9020PC Diluid NR 20 liter 

2987.9020PC Diluid Ruby 20 liter 

3832.9020 Diluid/Sheath 3200-4000 20 liter 

3976 Diluid ST 1600/2000 20 liter 

3495.9010PC Sheath D 10 liter 

3471.9020PC Sheath Fluid 3000/3500 20 liter 

Lyses 

3998 CN-free Lyse Diff AC 900 5 liter 

3744 CyMet 1000 CN free 5 liter 

2986.0500PE CyMet™ 22 500 ml 

3469.9010PC CyMet 3000 10 liter 

3823.1000 CyMet 3200 CN free 1 liter 

3839.5000PC CyMet 3500 5 liter 

3825 CyMet 3500 CN free 5 liter 

3773.5000PC CyMet 4500 CN free 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 

3445.1000PE CyMet Abacus Baso 1 liter 

3431.1000 CyMet Abacus CN free 1 liter 

3444.1000PE CyMet Abacus EO 1 liter 

3479.1000PE CyMet APR Baso II 1 liter 

3417.0500PE CyMet APR CN free 500 ml 

3478.1000PE CyMet APR EO 1 liter 

2950.2500PE CyMet ASA 2.5 liter 

2951.0500PE CyMet ASB 500 ml 

2952.9010PC CyMet AS CN Free 10 liter 

3755 CyMet Automated 5 liter 

2982.0500PE CyMet BS3 CN free 500 ml 

2902.1000PE CyMet BS34 CN Free 1 liter 

3968.0500 CyMet III Diff 500 ml 

3968 CyMet III Diff 1 liter 

3964 CyMet III Diff 5 liter 

3511.1000 CyMet III Diff CN free 1 liter 

3511.5000 CyMet III Diff CN free 5 liter 

3416.0500 CyMet Erma 500 ml 

3841.1000PE CyMet H12 CN Free 1 liter 

3853.1000 CyMet H20 1 liter 

3425.0500 CyMet KX CN Free 500 ml 

2985.1000PE CyMet LH 53 1 liter 

3489.1000PE CyMet MBA 1 liter 

3418.1000PE CyMet MD(I) 1 liter 

2984.1000PE CyMet MD(I) 53 1 liter 

3488.0500PE CyMet MD(II) 500 ml 

3497.0500PE CyMet MH CN Free 500 ml 

3852.1000 CyMet Micro 1 liter 

3863.1000 CyMet Micro CN free 1L micros 

3441.0500PE CyMet Mindray  500 ml  

3440.0500PE CyMet Mindray CN Free 500 ml  

3484.1000PE CyMet NR III 1 liter 

3486.1000PE CyMet NR III CN Free 1 liter 

3485.1000PE CyMet NR V 1 liter 

2988.5000PC CyMet Ruby CN Free 5 liter 

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 

3759.5000 CyMet ST 1600/2000 CN free 5 liter 

3759.1000 CyMet ST 1600/2000 CN free 1 liter 

3788 CyMet STX/STL 1 liter 

3475.5000PC LeucoLyse 5 liter 

2989.5000PC LeucoLyse Ruby 5 liter 

3077 LyzerGlobin™ 500 ml 

3769 LyzerGlobin 6 x 15 ml 

3771 LyzerGlobin PCE 6 x 15 ml 

3513.1000PE RBCLyse™ 1 liter 

3518G.1000PE RBCLyse G 1 liter 

3514.0500PE WBCStabilise™ 500 ml 

Reticulocyte Reagents 
3493.1000PE  RetiClear™ MHG 1 liter 

3774 RetiCountTM 30 ml 

2953.0210PE RetiCount AS 210 ml 

3777 RetiCount CD 15 x 3.5 ml 

3494.0200PE RetiCount G 200 ml 

Cleaners 

3507.9020 Blanking Solution Hgb 20 liter 

3947 Blanking Solution 1600/2000 20 liter 

3763 DetectoTerge™ 5 liter 

3766 DetectoTerge 1 liter 

2970.0900PE DetectoTerge BS 900 ml 

3917 HypoChlorite 5 liter 

3900 ProClean™  5 liter 

3768.1000 ProClean 1L micros 

3432.1000PE ProClean Abacus 1 liter 

3432.5000 ProClean Abacus 5 liter 

3902.0100PE ProClean CD  100 ml 

3862.9020PC ProClean Extra 20 liter 

3862.5000 ProClean Extra 5 liter 

3862.1000 ProClean Extra 1 liter 

3867.1000PE ProClean Extra 1L micros 

3498.1000PE ProClean MX5 1 liter 

3901 ProClean Plus  100 ml 

3442.5000PE Rinse Mindray 5 liter 
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Product no. Product Pack size 

Reagent Packs 

2910 Reagent Pack BS34 1 pack 

Hematology Controls and Calibrators 

3427/3428/3429 8-Parameter Control L/N/H 2.5 ml 

3463/3464/3465 8-Parameter Control L/N/H 2.5 ml 

3701/3702/3703 8-Parameter Control L/N/H 4.5 ml 

3746 8-Parameter Control L+N+H 3 x 2.5 ml 

3747 8-Parameter Control 4xN 4 x 2.5 ml 

3751 8-Parameter Control 1xL+4xN+1xH 6 x 2.5 ml 

3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml 

3433/3434/3435 3-Diff Control L/N/H 2.5 ml 

3502/3503/3504 3-Diff Control L/N/H 4.5 ml 

3466 3-Diff Control 4xL 4 x 2.5 ml 

3467 3-Diff Control 4xN 4 x 2.5 ml 

3468 3-Diff Control 4xH  4 x 2.5 ml 

3421/3422/3423 3-Diff Control ext L/N/H 2.5 ml 

3681/3682/3683 5D Control L/N/H 5.0 ml 

3684/3685/3686 ADV-Diff Control L/N/H 3.5 ml 

3613/3614/3615 BC-Diff 5 Control L/N/H 4.5 ml 

3940 Cal Set 1 2 x 2.5 ml 

3452/3453/3454 CD-Diff Control L/N/H 3.0 ml 

3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml 

3455/3456/3457 K-Diff Control L/N/H 2.5 ml 

3424 Platelet Control Ext. value 5 x 3 ml 

3693/3694/3695 SF-Diff Control L/N/H 4.5 ml 

3698/3699 WBC reduced RBC Control L/H 3.0 ml 

3731/3732/3733 XE-Diff Control L/N/H 4.5 ml 

3652/3653/3654 XE-RET Control L/N/H 3.0 ml 
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Product no. Product Pack size 

Stains and Dyes 

3800.1000PE Eosin-Y Alcoholic 1 liter 

3800.2500PE Eosin-Y Alcoholic 2.5 liter 

3800.9200 Eosin-Y Alcoholic 200 liter 

3446.1000PE Eosin Y 0.5% Aqueous 1 liter 

3446.9200 Eosin Y 0.5% Aqueous 200 liter 

3856.0100 Giemsa 0.1 liter 

3856.0500 Giemsa 0.5 liter 

3856.1000 Giemsa 1 liter 

3856.2500 Giemsa 2.5 liter 

3856.9180ST Giemsa 180 liter 

3870.1000 Hematoxyline (Mayer) 1 liter 

3870.2500 Hematoxyline (Mayer) 2.5 liter 

3873.1000 Hematoxyline (Harris, Gill II)  1 liter 

3873.2500 Hematoxyline (Harris, Gill II)  2.5 liter 

3873.9200 Hematoxyline (Harris, Gill II)  200 liter 

3879.1000 Leishman 1 liter 

3855.0500 May Grünwald 500 ml 

3855.1000 May Grünwald 1 liter 

3855.2500 May Grünwald 2.5 liter 

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 

3876.1000 Shorr 1 liter 

3878.1000 Wright 1 liter 

Clearing agent 
3905.2500PE UltraClearTM 2.5 liter 

3905.5000PE UltraClear 5 liter 

3905.9010PE UltraClear 10 liter 

3905.9200 UltraClear 200 liter 

Mounting media 

3921.0500 UltraKittTM 500 ml 

3921.0600 UltraKitt 6 x 100 ml 

3921.9025ST UltraKit 25 liter 

3882.0500 Mounting Medium High 500 ml 

3883.0500 Mounting Medium Low 500 ml 

Fixatives 

3933.1000 10% v/v Buffered Formaldehyde 1 liter 

3933.5000PC 10% v/v Buffered Formaldehyde 5 liter 

3933.9010PE 10% v/v Buffered Formaldehyde 10 liter 

3933.9020 10% v/v Buffered Formaldehyde 20 liter 

3933.9200 10% v/v Buffered Formaldehyde 200 liter 

3880.1000 Bouin’s Fixative 1 liter 

3869.1200 Cervix Fixative 12 x 125 ml 

3884.9010PC Cytology Fixative LBCM 10 liter 

3409.9010 Immuno PBS 20x concentrated 10 liter 

3059 PBS, diluting fluid for bloodgrouping 20 liter 

3059.9010PC PBS, diluting fluid for bloodgrouping 10 liter 
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ORGANISMO NOTIFICADO 0318 

CERTIFICADO DE EXAMEN CE DE DISEÑO 

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 
 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with the Annex IV, Section 4, of the Directive 98/79/EC 
 

Certificado nº/Certificate no Fecha de validez/Date of validity ON nº/NB no 

2008 12 0588 ED Desde/From 20-05-2022 Hasta/To 26-05-2025 0318 
 

A favor de/In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
Dirección/Address: Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy) 

Representante autorizado ante la UE/Authorized EU representative:  Idem  
 

Para el producto/For the product: 

Categoría/Category: Productos sanitarios para diagnóstico "in vitro"/ In vitro diagnostic medical devices 

Grupo genérico/  

Generic group: 
Diagnóstico de enfermedades infecciosas / Diagnostic of infectious diseases 

Tipo/Type: Especificado en el Anexo de este Certificado/Specified in Annex to this Certificate 
 

Elaborado en/In the facilities: 

Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy) 

 

Fecha inicial/ Initial date: 04/12/2008 

Fecha de prórroga anterior/ Previous extension date: 19/11/2018 

Este certificado debe ir acompañado por el certificado CE de Sistema de Garantía de Calidad Total nº: 2003 12 0388 

CT. / This certificate must be accompanied by the EC Full Quality Assurance System Certificate no: 2003 12 0388 

CT. 

Este certificado es consecuencia de la evaluación de la documentación técnica del diseño contenida en el expediente 

nº 2003 05 0240, y garantiza que el diseño de los productos descritos cumple los requisitos de la Directiva / This 

certificate is issued on the assessment of the design documentation contained in dossier no 2003 05 0240 and 

guarantees that the design of the described products fulfils the requirements of the Directive. 

 

 

 

 
 

M
O

D
E

L
O

 4
 A

N
E

X
O

 I
V

.4
 E

D
 D

IV
  
C

e
r
t.

 9
8

/7
9

/1
-R

e
v
.1

8
0

5
/2

0
2
0

 

Agencia Española de Medicamentos y Productos Sanitarios (AEMPS) CSV:  F E Z 6 R 3 S E 4 B

Fecha de la firma: 19/05/2022

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 91 822.57.87 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

ANEXO Nº/ANNEX NO: I 
 

CERTIFICADO DE EXAMEN CE DE DISEÑO 

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 
 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with the Annex IV, Section 4, of the Directive 98/79/EC 
 

Certificado nº/Certificate no Fecha de validez/Date of validity ON nº/NB no 

2008 12 0588 ED Desde/From 20-05-2022 Hasta/To 26-05-2025 0318 
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A favor de/In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: DIA.PRO DIAGNOSTIC BIOPROBES S.R.L. 
Dirección/Address: Via G. Carducci, 27. 20099 Sesto San Giovanni. Milano (Italy) 

Representante autorizado ante la UE/Authorized EU representative:  Idem  
 

Tipo de producto/ Device type: Reactivos y productos reactivos, calibradores y materiales de control para el 

diagnóstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control materials for 

diagnostic of human infectious diseases. 
  

Clasificación/ Classification: Lista A del Anexo II/ List A, Annex II 
 

Reactivos y productos reactivos para la determinación, confirmación y cuantificación en muestras humanas 

de marcadores de infección por Hepatitis B, mediante técnicas de Inmunoabsorción enzimática (ELISA)/ 

Reagents and reactive products for the determination, confirmation and quantification in human specimens of 

markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA) [NANDO: IVD 0203] 
 

HBs Ag one Version ULTRA  
 

ELISA cualitativo / ELISA qualitative 
 

- SAG1ULTRA.CE (192 tests) 

- SAG1ULTRA.CE.96 (96 tests) 

- SAG1ULTRA.CE.480 (480 tests) 

- SAG1ULTRA.CE.960 (960 tests) 

- SAG1ULTRA.CE.DB (192 tests - for Dia.Blood application) 
 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su declaración de 

conformidad. / This certificate covers all trademarks of these products included by the manufacturer in his declaration 

of conformity. 
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Agencia Española de Medicamentos y Productos Sanitarios (AEMPS) CSV:  F E Z 6 R 3 S E 4 B

Fecha de la firma: 19/05/2022

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 91 822.57.87 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  19 de mayo de 2022
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

 

 
 
 
CERTIFICACIÓN 13485 

 

LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

THE AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS 

otorga el certificado número 

grants the certificate no. 

2013 11 0039 EN 
según la norma 

in accordance with the standard 

UNE-EN ISO 13485: 2018 
(EN ISO 13485: 2016 & ISO 13485: 2016) 

Productos Sanitarios: Sistemas de Gestión de Calidad – Requisitos para fines reglamentarios 
Medical devices – Quality management systems - Requirements for regulatory purposes 

a la empresa 

to the company 

Dia.Pro Diagnostic Bioprobes S.r.l. 
Sede social y de fabricación/ Headquarters and manufacturing facility 

Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy  

Para las siguientes actividades / For the following activities: 

Diseño, desarrollo y producción de reactivos y productos reactivos, calibradores y materiales de control para 

inmunoquímica, microbiología, inmunología infecciosa y técnicas de biología molecular. 

Diseño, desarrollo, producción y servicio técnico de instrumentos y software para diagnóstico in vitro. 

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for 

immunochemistry, microbiology, infectious immunology and molecular biology techniques. 

Design and development, management of production and technical servicing of instruments and software for “in vitro” 

diagnostic. 

 

Modificaciones de alcance/ Scope modifications:: Ver Anexo I / see Annex I 

Fecha de validez/ Date of validity:  Desde/ From:  25-02-2021    Hasta/To: 18-11-2023 

Certificación inicial/ Initial certification date: 27-11-2013 

Renovaciones / Renewal of certification dates:  8-03-2019; 25-02-2021 
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Agencia Española de Medicamentos y Productos Sanitarios (AEMPS) CSV:  4 T E Y R F 7 8 E E

Fecha de la firma: 23/02/2021

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

 

 
 
 
CERTIFICACIÓN 13485 

 

ANEXO I / ANNEX I 

CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE 

 

Modificaciones del alcance / Scope modifications:  

 

Fecha/Date Descripción de la modificación/ Modification description 

18-12-2018 Cambio en la descripción del tipo de técnica en el ámbito tecnológico 

(inmunología infecciosa y técnicas de biología molecular).  

Cambio del nivel de detalle en la descripción del ámbito tecnológico 

 

Change in the description of the method of analysis in the technological scope 

(infectious immunology and molecular biology techniques). 

Change in the level of detail of the technological scope description. 

8-03-2019 Ampliación del ámbito tecnológico para incluir: 

Inmunoquímica y microbiología 

Instrumentos y software para diagnóstico “in vitro”. 

Modificación del alcance para incluir la actividad de asistencia técnica para 

Instrumentos y software para diagnóstico “in vitro”. 

 

Extension of technological scope:  

Immunochemistry and Microbiology 

Instruments and software for “in vitro” diagnostic  

Modification of the scope to include the activity of technical servicing of 

instruments and software for “in vitro” diagnostic 
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ORGANISMO NOTIFICADO 0318 

 

CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity           ON nº/NB no 

 2003 12 0393 ED Desde/From 19/11/2018   Hasta/To 18/11/2023              0318 

A favor de /In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l. 

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 

Para el producto/For the product: 

Categoría/Category: Productos Sanitarios para Diagnóstico “In Vitro” / In Vitro Diagnostic Medical Devices 
Grupo genérico/Generic group: Diagnóstico de enfermedades infecciosas / Diagnostic of infectious diseases 

Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate. 

Elaborado en/In the facilities: 

Dia. Pro Diagnostic Bioprobes S.r.l. 

Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano  (Italy). 
 

Este certificado debe ir acompañado por el certificado CE de Sistema de Garantía de Calidad Total Nº 

2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System 

Certificate Nº 2003 12 0388 CT. 
 

Este certificado es consecuencia de la evaluación de la documentación técnica del diseño contenida en el 

expediente Nº 2003 05 0240, y garantiza que el diseño de los productos descritos cumple los requisitos de 

la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier 

Nº 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the 

Directive. 
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Firmado digitalmente por: Agencia Española de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8

Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicación Localizador de la Web de la AEMPS

CORREO ELECTRÓNICO

on0318@aemps.es

Página 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89

Madrid,  19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



 

 

 

 

 
 

CERTIFICADO DE EXAMEN CE DE DISEÑO  

de acuerdo con el Anexo IV, punto 4, de la Directiva 98/79/CE 

EC DESIGN-EXAMINATION CERTIFICATE 

in accordance with Annex IV, Section 4, Directive 98/79/EC 

PRÓRROGA/EXTENSION      Fecha inicial/ Initial date: 11/12/2003 

Fecha de última prórroga/ Last extension date: 27/11/2013 
 
 

Certificado nº/Certificate no  Fecha de validez/Date of validity  ON nº/NB no 

 2003 12 0393 ED    Desde/From 19/11/2018  Hasta/To 18/11/2023           0318 

 

 

 

 
 
 
 

ORGANISMO NOTIFICADO 0318 

A favor de/In favour of: 

Fabricante/Manufacturer: 

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l. 

Dirección/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni – Milano (Italy). 

Representante autorizado ante la UE/Authorized EU representative: 

Nombre/Name: Idem   Dirección/Address: Idem 
 

 

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control 

para el diagnóstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control 

materials for diagnostic of human infectious diseases. 
 
 

Clasificación/Classification: Lista A, Anexo II / List A, Annex II 
 
 

Reactivos y productos reactivos para la determinación, confirmación y cuantificación en muestras 

humanas de marcadores de infección por Hepatitis D, mediante técnicas de Inmunoabsorción 

enzimática (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification 

in human specimens of markers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA) 

[NANDO: IVD 0203] 
 
 

 

HDV Ab ELISA cualitativo / ELISA qualitative 
   

- DAB.CE (96 tests) 
 

 

 

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su 

declaración de conformidad. / This certificate covers all trademarks of these products included by the 

manufacturer in his declaration of conformity. 
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DIRECTORA DE LA AGENCIA ESPAÑOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. Mª Jesús Lamas Díaz



CERTIFICATE OF REGISTRATION

File Number A12241 Cycle Start
Date

May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020

Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of
goods and/or services as specified in the scope of registration from the address(es) shown above.  By issuance of
this certificate the firm represents that it will maintain its registration in accordance with the applicable
requirements.  This certificate is not transferable and remains the property of UL LLC.

UL LLC
333 Pfingsten Road

Northbrook, IL  60062-2096 USA

00-MB-S0043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire  RG6 4UT   UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016
The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

Michael J. Windler, P.E.
Manager of Global Regulatory Service

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

Check Certificate
Status: here

https://database.ul.com/certs/PDWS.A12241.pdf


 

 

 
DECLARATION OF CONFORMITY 

 
 

PRODUCT IDENTIFICATION 
 

Product name Catalogue number 

RPR Carbon kit 044150A 
044500A 

 
 
 

MANUFACTURER 
 

Name Lorne Laboratories 

Address Unit 1 Cutbush Park Industrial Estate 
Danehill 
Lower Earley 
Berks, RG6 4UT 

Country United Kingdom 

 
 

MEANS OF CONFORMITY 
 
I hereby declare that the products listed above comply 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). 
 
This declaration is valid from 17 May 2015. 
 
 

 
_______________ 
Eddy Velthuis 
Technical Director 









        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810016 

 

 Certificate Holder: 
 

 nal von minden GmbH  
 

 Carl-Zeiss-Str. 12 
47445 Moers 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, manufacture and distribution  

of in-vitro diagnostic test kits and reagents for the detection  

of cardiac markers, tumour markers, infections, inflammation, 

allergies, endocrine disorders, diabetes, hormones, vitamins, 

special proteins, metabolic disorders, drug misuse, immune 

status, vaginal pH levels, pregnancy, kidney function, for urine 

analysis, performance diagnostics, sperm testing, coagulation 

management systems, for use in clinical laboratories,  

as near-patient tests and for self-testing and associated  

in-vitro diagnostic devices for sampling and analysis systems,  

as well as veterinary diagnostic devices and testing for narcotics 

and substances. 

Distribution of control materials and tests for blood group 

determination, medical masks, medical gloves, blood pressure 

monitoring devices, medical thermometers, swabs, lancets and 

laboratory analyses. 

 
   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2021-09-10 until 2024-09-09. 

 First certification 2018 

  

  

 2021-09-10   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 c/o nal von minden GmbH 

Carl-Zeiss-Str. 12                                                              
47445 Moers                                                                     
Germany 

Design and development, manufacture and 
distribution of in-vitro diagnostic test kits and 
reagents for the detection of cardiac markers, 
tumour markers, infections, inflammation, 
allergies, endocrine disorders, diabetes, 
hormones, vitamins, special proteins, metabolic 
disorders, drug misuse, immune status, vaginal 
pH levels, pregnancy, kidney function, for urine 
analysis, performance diagnostics, sperm 
testing, coagulation management systems, for 
use in clinical laboratories, as near-patient tests 
and for self-testing and associated in-vitro 
diagnostic devices for sampling and analysis 
systems, as well as veterinary diagnostic 
devices and testing for narcotics and 
substances.Distribution of control materials and 
tests for blood group determination, medical 
masks, medical gloves, blood pressure 
monitoring devices, medical thermometers, 
swabs, lancets and laboratory analyses. 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  
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/02 c/o nal von minden GmbH 
Friedenstr. 32                                                                  
93053 Regensburg                                                                
Germany 

Design and development, distribution of in-vitro 
diagnostic test kits and reagents for the 
detection of cardiac markers, tumour markers, 
infections, inflammation, allergies, endocrine 
disorders, diabetes, hormones, vitamins, special 
proteins, metabolic disorders, drug misuse, 
immune status, vaginal pH levels, pregnancy, 
kidney function, for urine analysis, performance 
diagnostics, sperm testing, coagulation 
management systems, for use in clinical 
laboratories, as near-patient tests and for self-
testing and associated in-vitro diagnostic 
devices for sampling and analysis systems, as 
well as veterinary diagnostic devices and testing 
for narcotics and substances.Distribution of 
control materials and tests for blood group 
determination, medical masks, medical gloves, 
blood pressure monitoring devices, medical 
thermometers, swabs, lancets and laboratory 
analyses. 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810016  
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/03 c/o nal von minden GmbH 
Robert-Bosch-Breite 34                                                          
37079 Göttingen                                                                 
Germany 

Design and development, manufacture and 
distribution of in-vitro diagnostic test kits and 
reagents for the detection of cardiac markers, 
tumour markers, infections, inflammation, 
allergies, endocrine disorders, diabetes, 
hormones, vitamins, special proteins, metabolic 
disorders, drug misuse, immune status, vaginal 
pH levels, pregnancy, kidney function, for urine 
analysis, performance diagnostics, sperm 
testing, coagulation management systems, for 
use in clinical laboratories, as near-patient tests 
and for self-testing and associated in-vitro 
diagnostic devices for sampling and analysis 
systems, as well as veterinary diagnostic 
devices and testing for narcotics and 
substances.Distribution of control materials and 
tests for blood group determination, medical 
masks, medical gloves, blood pressure 
monitoring devices, medical thermometers, 
swabs, lancets and laboratory analyses. 

 

 2021-09-10    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 







CERTIFICAT
CERTIFICATE OF REGISTRATION

N° 10462 rev. 7

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° 10462–7
Ce certificat est délivré selon les règles de certification GMED

Début de validité
Valable jusqu'au

/ Effective date :

/ Expiry date :

July 28th, 2020 (included)
July 27th, 2023 (included)

Etabli le / Issued on : July 17th, 2020

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

 Renouvelle le certificat 10462-6

ELITECH CLINICAL SYSTEMS SAS

Zone Industrielle

61500 SEES FRANCE

On behalf of the President
Lionel DREUX

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





ELITech Clinical Systems 
Zone industrielle 
61500 Sées - France 
Tél : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 
www.elitechgroup.com 

 

Société par actions simplifiée au capital de 1.688.392,33 € – SIREN : 318 365 228 – RCS ALENCON 

 
DCCE ‐ ECSSAS‐ V7  –  Juillet / July /  Julio 2020     

 

DECLARATION DE CONFORMITE CE 
 

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité 
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de 
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic in vitro et au code de la santé publique. 

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu’ils n’appartiennent ni à la liste A et liste B de 
l’annexe II et ni à la classe des autotests. 

Cette déclaration est basée sur le contenu de chaque dossier technique et s’appuie sur la certification de notre système 
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu’au 27 juillet 2023). 

 
 
 
 

DECLARATION OF EC CONFORMITY 
 

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility, 
that the reagents such as listed attached (2 pages) , conform to the essential requirements of appendices I and III of European 
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code. 

These devices are classified in the “other device” category  since they do not belong neither to list A or list B of annex 
II nor to self-testing class. 

This declaration is based on the contents of each technical file and is supported by the certification of our quality 
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27th , 2023). 

 
 
 
 
 

DECLARACIÓN CE DE CONFORMIDAD 
 

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra única 
responsabilidad que los reactivos referenciados en la lista adjunta (2 páginas), son conformes con los requisitos esenciales de 
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagnóstico in vitro y el código de salud 
pública. 

Estos dispositivos se clasifican en la categoría "otro dispositivo", ya que no pertenecen a la lista A ni a la lista B del 
anexo II, tampoco a la clase de autodiagnóstico. 

Esta declaración se basa en el contenido de cada expediente técnico y está respaldado por la certificación de nuestro 
sistema de calidad según la norma NF EN ISO 13485 : 2016 (Certificación válida hasta el 27 de Julio 2023). 
  
 

 
 
Sées, le 29 juillet 2020 

 

Valérie LAMBERT, Cécile GOUBAULT, 
Responsable des Affaires Réglementaires Directeur Général Délégué 
Regulatory Affairs Manager   Managing Director 
Responsable de los Asuntos Reglementarios  Directora General 



REACTIFS - REAGENTS - REACTIVOS RÉFÉRENCES - REFERENCES - REFERENCIAS Code GMDN

ALBUMIN ALBU-0600/0700/0250

ALBUMIN ENVOY ALBU-0850

BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP SL CRSL-0630/0250 53250
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850

GLUCOSE HK SL GHSL-0600/0250

GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497

LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230

PHOSPHORUS ENVOY PHOS-0850

TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN ENVOY PROB-0850

TOTAL PROTEIN PLUS PROB-0600/0700/0250

UREA ENVOY URSL-0850

UREA UV SL URSL-0407/04270420/0500/0507/0250/0455

URIC ACID ENVOY AUVD-0850

URIC ACID MONO SL AUML-0497/0427/0420/0500/0507/0707/0250

URIC ACID SL AUSL-0250

ALP (DEA) SL PASL-0400/0420/0230

ALP ENVOY PIVD-0850

ALP IFCC ALPI-0230

ALT ENVOY ALSL-0850

ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455

AMYLASE ENVOY AMSL-0850

AMYLASE SL AMSL-0390/0400/0230

AST ENVOY ASVD-0850

AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455

CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850

CK-MB SL CMSL-0410/0430/0230

CK NAC SL CKSL-0410/0430/0230 53003
GAMMA-GT PLUS SL GISL-0400/0420/0250

GGT ENVOY GISL-0850

LDH ENVOY LLSL-0850

LDH-L SL LLSL-0400/0420/0230

LIPASE ENVOY LPSL-0850

LIPASE SL LPSL-0230

CALCIUM ARSENAZO CALA-0600/0250

CALCIUM ENVOY CALA-0850

CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850

IRON FERENE FEFE-0230/0600

MAGNESIUM ENVOY MAGX-0850

MAGNESIUM XB MGXB-0250/0600

MAGNESIUM XYLIDYL MAGX-0230/0600

CHOLESTEROL ENVOY CHSL-0850

CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497

CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391

CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 53395

HDL CHOLESTEROL CHDL-0250/0600

HDL CHOLESTEROL ENVOY HDLL-0850

LDL CHOLESTEROL CLDL-0250

LDL CHOLESTEROL ENVOY LDLL-0850

TRIGLYCERIDES ENVOY TGML-0850

TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497

TRIGLYCERIDES SL TGML-0250/0455

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44698
CK-MB CONTROL CKMB-0900 44693
ELICAL 2 CALI-0550 47868
ELITROL I CONT-0060

ELITROL II CONT-0160

GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL I ISCT-0046

ISE CONTROL II ISCT-0047

MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 53588
URIC ACID Standard 6 mg/dL ACUR-0055 44704

53597

53027

53072

53108

53359

53301

59123

53985

53587

53583

52994

52940

52954

52928

53460

54758

52923

46795

53391

53395

Metabolites divers /  Miscellaneous metabolites

Enzymes / Enzymes

 Electrolytes - Oligo-élements /   Electrolytes - Trace-elements

Lipides /  Lipids

Contrôles-Calibrants-Standards / Controls-Calibrators-Standards

45789

47869

47869
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REACTIFS - REAGENTS - REACTIVOS RÉFÉRENCES - REFERENCES - REFERENCIAS Code GMDN

ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL I ICRP-0046

CRP IP CONTROL II ICRP-0047

CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP IIGA-0400 53760
IgG IP IIGG-0400 53787
IgM IP IIGM-0400 53795
µALBUMIN IP IMAL-0400 53475
µALBUMIN IP CALIBRATOR SET IMAL-0043 53477
µALBUMIN IP CONTROL I IMAL-0046

µALBUMIN IP CONTROL II IMAL-0047

OROSOMUCOID IP IORO-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IPRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL I IRCT-0046

RHEUMATOLOGY CONTROL II IRCT-0047

TRANSFERRIN IP ITRF-0400 59041

VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475

ISE BASELINE SOLUTION ENVOY ISBA-0850 59238
ISE CALIBRATORS ISCA-0250

ISE CALIBRATOR ENVOY ISCV-0850

ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT ISDI-0250

ISE DILUENT ENVOY ISDV-0850

ISE REFERENCE SOLUTION ISRS-0800

ISE REFERENCE SOLUTION  ENVOY ISRS-0850

ACID SOLUTION for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION for ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5905

SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900

CRP LATEX LXCR-0112 53707
Tests d'agglutination /  Agglutination tests

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments

41839

53478

58236

Vitamines/Vitamins

59238

Protéines spécifiques / Specific proteins

52867

ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes

58237

47869
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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: 

Serological Pipette

(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)
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CERTIFIED COMPANY UNI EN 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: 

 

CONTENITORI PER CAMPIONI BIOLOGICI  
SPECIMEN CONTAINERS  

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. 

 

 
 

>  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 

1011 Contenitori per feci 18ml, PS, con tappo a pressione con paletta Faeces containers 18ml, PS, with pressure cap and spoon 

1011/E 
Contenitori per feci 18ml, PS, con tappo a pressione con paletta, con 
etichetta 

Faeces containers 18ml, PS, with pressure cap and spoon, with label 

1011/E/50 
Contenitori per feci 18ml, PS, con tappo a pressione con paletta, con 
etichetta, in confezioni da 50 pezzi 

Faeces containers 18ml, PS, with pressure cap and spoon, with label, in 
bags of 50 pieces 

1011/E/AST 
Contenitori per feci 18ml, PS, con tappo a pressione con paletta, con 
etichetta 

Faeces containers 18ml, PS, with pressure cap and spoon, with label 

1012 Contenitori per campioni biologici 18ml, PS, con tappo a pressione Specimen containers 18ml, PS, with pressure cap 

1013 Contenitori da 18ml, PS, senza tappo Containers 18ml, PS, without cap 

1030 Contenitori per urine 130ml, PS, graduati, tappo a pressione Graduated urine containers 130ml, PS, pressure cap 

1030/E Contenitori per urine 130ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 130ml, PS, pressure cap, with label 

1030/E/CS 
Contenitori per urine 130ml, PS, graduati, tappo a pressione, con etichetta, 
confezione singola 

Graduated urine containers 130ml, PS, pressure cap, with label, individually 
wrapped 

1030/MO Contenitori per urine 130ml, PP, graduati, tappo a pressione Graduated urine containers 130ml, PP, pressure cap 

1030/MO/E Contenitori urina 130ml, in PP tappo a pressione, graduati, etichetta Graduated urine containers 130ml, PP, pressure cap, label 

1030/MO/T Contenitori urina 130ml, in PP tappo a pressione inserito, graduati Graduated urine containers 130ml, PP, pressure cap 

1030/R Contenitori per urine 130ml, PS, graduati, tappo a pressione rosso Graduated urine containers 130ml, PS, red pressure cap 

1030/S Contenitori per urine 130ml, PS, graduati, senza tappo Graduated urine containers 130ml, PS, without cap 

1030/T Contenitori per urine 130ml, PS, graduati, tappo a pressione inserito Graduated urine containers 130ml, PS, with inserted pressure cap 

1040 Contenitori per urina 120ml, PP, con coperchio autoadesivo Graduated urine containers 120ml, PP, with self-adhesive cap 

1040/P Contenitori per urina 120ml, PS, con coperchio autoadesivo Graduated urine containers 120ml, PS, with self-adhesive cap 

1040/P/S Contenitori per urina 120ml, PS, senza coperchio autoadesivo Graduated urine containers 120ml, PS, without self-adhesive cap 

1040/S Contenitori per urina 120ml, PP, senza coperchio autoadesivo Graduated urine containers 120ml, PP, without self-adhesive cap 

1041 Contenitori per campioni biologici 30ml, PS, con tappo a pressione Specimen containers 30ml, PS, with pressure cap 

1041/E 
Contenitori per campioni biologici 30ml, PS, con tappo a pressione, con 
etichetta 

Specimen containers 30ml, PS, with pressure cap, with label 

1041/S Contenitori per campioni biologici 30ml, PS, senza tappo Specimen containers 30ml, PS, without cap 

1041/T Contenitori per campioni biologici 30ml, PS, con tappo a pressione inserito Specimen containers 30ml, PS, with inserted  pressure cap 

1050 Contenitori per urine 150ml, PS, graduati, tappo a pressione Graduated urine containers 150ml, PS, pressure cap 

1050/E Contenitori per urine 150ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 150ml, PS, pressure cap, with label 

1050/S Contenitori per urine 150ml, PS, graduati, senza tappo Graduated urine containers 150ml, PS, without cap 

1050/T Contenitori per urine 150ml, PS, graduati, tappo a pressione inserito Graduated urine containers 150ml, PS, with inserted pressure cap 

1051 Contenitori per espettorato 60ml, PS, con tappo a pressione Sputum containers 60ml, PS, with pressure cap 

1051/E Contenitori per espettorato 60ml, PS, con tappo a pressione, con etichetta Sputum containers 60ml, PS, with pressure cap, with label 

1051/S Contenitori per espettorato 60ml, PS, senza tappo a pressione Sputum containers 60ml, PS, without pressure cap 

1051/S/CS 
Contenitori per espettorato 60ml, PS, senza tappo a pressione, in 
confezione singola 

Sputum containers 60ml, PS, without pressure cap, individually wrapped 

1051/T Contenitori per espettorato 60ml, PS, con tappo a pressione inserito Sputum containers 60ml, PS, with inserted pressure cap 

1061 Contenitori per campioni biologici 35ml, PS, con tappo a pressione Specimen containers 35ml, PS, with pressure cap 

10621 
Contenitori rotondi "SECURBOX" da 2.000ml, in PP, con coperchio a 
pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale 
assorbente a 10 fori. Con manico 

Disposable container”SECURBOX”2,000 ml in PP, with lid in PP with 
security tear seal. It contains inside absorbent material with 10 holes. With 
handle 

10622 
Contenitori rettangolari "SECURBOX" da 5.000ml, in PP, con coperchio a 
pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale 
assorbente a 99 fori. Con manico 

Disposable container”SECURBOX”5,000 ml in PP, with lid in PP with 
security tear seal. It contains inside absorbent material with 99 holes. With 
handle 

10631 Contenitori da 5ml, PE, tappo a vite  Containers 5ml, PE, screw cap 

10632 Contenitori da 30ml, PE, tappo a vite Containers 30ml, PE, screw cap 

10633 Contenitori da 90ml, PE, tappo a vite Containers 90ml, PE, screw cap 
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COD. DESCRIZIONE DESCRIPTION 

1070 Contenitori modello “Bijou” da 7ml, in PS, Ø20x50mm, con tappo a vite Containers “Bijou” type in PS, 7ml, Ø20x50 mm, with screw cap 

1070/E 
Contenitori modello “Bijou” da 7ml, in PS, Ø20x50mm, con tappo a vite, con 
etichetta 

Containers “Bijou” type in PS, 7ml, Ø20x50 mm, with screw cap, with label 

1081 Contenitori per urine 150ml, PS, graduati, tappo a vite Graduated urine containers 150ml, PS, screw cap 

1081/CS 
Contenitori per urine 150ml, PS, graduati, tappo a vite, in confezione 
singola 

Graduated urine containers 150ml, PS, screw cap, individually wrapped 

1081/E Contenitori per urine 150ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PS, screw cap, with label 

1081/T Contenitori urina 150ml, in PS con tappo a vite inserito, Graduated urine containers 150ml, PS, screw cap 

1211 Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon 

1211/CS Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon 

1212 Contenitori per campioni biologici 60ml, PS, con tappo a pressione Specimen containers 60ml, PS, with pressure cap 

1212/CS 
Contenitori per campioni biologici 60ml, PS, con tappo a pressione, 
confezione singola 

Specimen containers 60ml, PS, with pressure cap, individually wrapped 

1213 Contenitori da 60ml, PS, senza tappo Containers 60ml, PS, without cap 

1230 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap 

1230/10 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap 

1230/100 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap 

1230/CS Contenitori per urine 200ml, PS, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PS, screw cap, ind. wrapped 

1230/E Contenitori per urine 200ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PS, screw cap, with label 

1230/S/E Contenitori urina 200ml, in PS senza tappo, graduati, Graduated urine containers 200ml, PS, with label 

1230/T Contenitori urina 200ml, in PS tappo a vite inserito, Graduated urine containers 200ml, PS, with inserted screw cap 

1230/TE Contenitori per urine 200ml, PS, graduati, tappo a vite inserito, con etichetta Graduated urine containers 200ml, PS, with inserted screw cap, with label 

12731 
Tanica per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata 

Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated 

12731/E 
Tanica per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata, etichetta 

Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated, 
with label 

12731/SAC Taniche in PE da 2.500ml per la raccolta urine 24ore, 
Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated, 
individually wrapped 

12731K 
Tanica per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata 

Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated 

14120 Contenitori per istologia da 20ml, in PP, tappo a vite verde 20 ml Surgical specimen containers in PP, with yellow screw cap 

14120/B 
Contenitori per istologia da 20ml, in PP, tappo a vite giallo, etichetta 
biohazard 

20 ml Surgical specimen containers in PP, with yellow screw cap, biohazard 
label 

14121 Contenitori per istologia da 40ml, in PP, tappo a vite giallo 40 ml Surgical specimen containers in PP, with yellow screw cap 

14121/B 
Contenitori per istologia da 40ml, in PP, tappo a vite giallo, etichetta 
biohazard 

40 ml Surgical specimen containers in PP, with yellow screw cap, biohazard 
label 

14122 Contenitori per istologia da 60ml, in PP, tappo a vite giallo 60 ml Surgical specimen containers in PP, with yellow screw cap 

14122/B 
Contenitori per istologia da 60ml, in PP, tappo a vite giallo, etichetta 
biohazard 

60 ml Surgical specimen containers in PP, with yellow screw cap, biohazard 
label 

14123 Contenitori per istologia da 90ml, in PP, tappo a vite giallo 90 ml Surgical specimen containers in PP, with yellow screw cap 

14123/B 
Contenitori per istologia da 90ml, in PP, tappo a vite giallo, etichetta 
biohazard 

90 ml Surgical specimen containers in PP, with yellow screw cap, biohazard 
label 

14124 Contenitori per istologia da 120ml, in PP, tappo a vite giallo 120 ml Surgical specimen containers in PP, with yellow screw cap 

14124/B 
Contenitori per istologia da 120ml, in PP, tappo a vite giallo, etichetta 
biohazard 

120 ml Surgical specimen containers in PP, with yellow screw cap, 
biohazard label 

14131 Contenitori per biopsie in PS, con tappo a pressione in PE, da 30ml Biopsy specimen containers in PS with pressure cap in PE, 30 ml 

14132 Contenitori per biopsie in PS, con tappo a pressione in PE, da 50ml Biopsy specimen containers in PS with pressure cap in PE, 50 ml 

14134 Contenitori per biopsie in PS, con tappo a pressione in PE, da 100ml Biopsy specimen containers in PS with pressure cap in PE, 100 ml 

14136 Contenitori per biopsie in PS, con tappo a pressione in PE, da 150ml Biopsy specimen containers in PS with pressure cap in PE, 150 ml 

14138 Contenitori per biopsie in PS, con tappo a pressione in PE, da 200ml Biopsy specimen containers in PS with pressure cap in PE, 200 ml 

14140 Contenitori per biopsie in PS, con tappo a pressione in PE, da 250ml Biopsy specimen containers in PS with pressure cap in PE, 250 ml 

14142 Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione  Surgical specimens containers 500ml, PE, wide opening, with pressure cap 
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14142/B 
Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione, 
etichetta Biohazard  

Surgical specimens containers 500ml, PE, wide opening, with pressure cap, 
Biohazard label 

14143 Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a pressione 
Surgical specimens containers 1.000ml, PE, wide opening, with pressure 
cap 

14143/B 
Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a 
pressione, etichetta Biohazard 

Surgical specimens containers 1.000ml, PE, wide opening, with pressure 
cap, Biohazard label 

14144 Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a pressione 
Surgical specimens containers 1.500ml, PE, wide opening, with pressure 
cap 

14144/B 
Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a 
pressione, etichetta Biohazard 

Surgical specimens containers 1.500ml, PE, wide opening, with pressure 
cap, Biohazard label 

14150 Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione Surgical specimens transparent containers 150ml, PP, with pressure cap 

14150/B 
Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione, 
etichetta Biohazard 

Surgical specimens transparent containers 150ml, PP, with pressure cap, 
Biohazard label 

14151 Contenitori per istologia da 250ml, in PP, tappo a vite giallo 250 ml Surgical specimen containers in PP, with yellow screw cap 

14151/B 
Contenitori per istologia da 250ml, in PP, tappo a vite giallo, etichetta 
biohazard 

250 ml Surgical specimen containers in PP, with yellow screw cap, 
biohazard label 

14152 Contenitori per istologia da 500ml, in PP, tappo a vite giallo 500 ml Surgical specimen containers in PP, with yellow screw cap 

14152/B 
Contenitori per istologia da 500ml, in PP, tappo a vite giallo, etichetta 
biohazard 

500 ml Surgical specimen containers in PP, with yellow screw cap, 
biohazard label 

14153 Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo 1000 ml Surgical specimen containers in PP, with yellow screw cap 

14153/B 
Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo, etichetta 
biohazard 

1000 ml Surgical specimen containers in PP, with yellow screw cap, 
biohazard label 

14155 Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione Surgical specimens transparent containers 250ml, PP, with pressure cap 

14155/B 
Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione, 
etichetta Biohazard 

Surgical specimens transparent containers 250ml, PP, with pressure cap, 
Biohazard label 

14160 Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione Surgical specimens transparent containers 500ml, PP, with pressure cap 

14160/S 
Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione, 
serigrafati 

Surgical specimens transparent containers 500ml, PP, with pressure cap, 
serigraphed 

14170 Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione Surgical specimens transparent containers 1.000ml, PP, with pressure cap 

14170/S 
Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione, 
serigrafati 

Surgical specimens transparent containers 1.000ml, PP, with pressure cap, 
serigraphed 

14175 Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione Surgical specimens transparent containers 2.000ml, PP, with pressure cap 

14175/B 
Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione, 
etichetta Biohazard 

Surgical specimens transparent containers 2.000ml, PP, with pressure cap, 
Biohazard label 

14175/T 
Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione 
inserito 

Surgical specimens transparent containers 2.000ml, PP, with inserted 
pressure cap 

14180 Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione Surgical specimens transparent containers 3.000ml, PP, with pressure cap 

14180/B 
Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, 
etichetta Biohazard 

Surgical specimens transparent containers 3.000ml, PP, with pressure cap, 
Biohazard label 

14180/S 
Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, 
serigrafati 

Surgical specimens transparent containers 3.000ml, PP, with pressure cap, 
serigraphed 

14185 Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione Surgical specimens transparent containers 5.000ml, PP, with pressure cap 

14185/B 
Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione, 
etichetta Biohazard 

Surgical specimens transparent containers 5.000ml, PP, with pressure cap, 
Biohazard label 

14190 Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione Big surgical specimens containers 5.600ml, PP, with pressure cap 

14190/B 
Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione, 
etichetta biohazard 

Big surgical specimens containers 5.600ml, PP, with pressure cap, 
biohazard label 

14192 Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione Big surgical specimens containers 2,500ml, PP, with pressure cap 

14192/B 
Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione, 
etichetta biohazard 

Big surgical specimens containers 2,500ml, PP, with pressure cap, 
biohazard label 

14195 Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione Big surgical specimens containers 11.000ml, PP, with pressure cap 

14195/B 
Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione, 
etichetta biohazard 

Big surgical specimens containers 11.000ml, PP, with pressure cap, 
biohazard label 

1560 Contenitori per saliva 30 ml, in PP, tappo a vite, Autoclavable sputum collection container 30 ml, in PP, screw cap 

1630 
Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in 
alluminio con  guarnizione, Ø39 x 60 mm 

250 ml specimen containers in PS. With alluminium screw cap with gasket, 
Ø39 x 60 mm 

1630/E 
Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in 
alluminio con  guarnizione, Ø39 x 60 mm, con etichetta 

250 ml specimen containers in PS. With alluminium screw cap with gasket, 
Ø39 x 60 mm, with label 

19550 Contenitore per la raccolta delle urine per test antidoping  Urine containers for testing drugs abuse 
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2030 Contenitori per campioni biologici 30ml, PP, tappo a vite Specimen containers 30ml, PP, with screw cap 

2030/E Contenitori per campioni biologici 30ml, PP, tappo a vite, etichetta Specimen containers 30ml, PP, with screw cap, label 

2030/P Contenitori per campioni biologici 30ml, PP, tappo a vite rosso non inserito Specimen containers 30ml, PP, with red screw cap not inserted 

2030/S Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte Specimen containers 30ml, PP, with screw cap in separate bag 

2030/S/R Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte rosso Specimen containers 30ml, PP, with red screw cap in separate bag 

2040 Contenitori per campioni biologici 60ml, PS, tappo a vite Specimen containers 60ml, PS, with screw cap 

2040/B Contenitori per campioni biologici 60ml, PS, tappo a vite bianco Specimen containers 60ml, PS, with white screw cap 

2040/E Contenitori per campioni biologici 60ml, PS, tappo a vite, con etichetta Specimen containers 60ml, PS, with screw cap, with label 

2040/E/R Contenitori campioni biologici 60ml, PS, tappo inserito rosso Specimen containers 60ml, PS, with screw cap, with label 

2040/P Contenitori campioni biologici 60ml, in PS, Ø35 x 70 mm, Specimen containers 60ml, PS, with screw cap 

2040/P/E Contenitori campioni biologici 60ml, PS, Ø35x70mm, etichetta, Specimen containers 60ml, PS, with screw cap, with label 

2040/R Contenitori per campioni biologici 60ml, PS, tappo a vite rosso Specimen containers 60ml, PS, with red screw cap 

2042 Contenitori per campioni biologici 60ml, PS, tappo a vite e paletta Specimen containers 60ml, PS, with screw cap and spoon 

2042/E 
Contenitori per campioni biologici 60ml, PS, tappo a vite e paletta, con 
etichetta 

Specimen containers 60ml, PS, with screw cap and spoon, with label 

2050 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap 

2050/100 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap 

2050/B Contenitori di colore blu per campioni biologici 60ml, PP, tappo a vite Specimen containers blue colour 60ml, PP, with screw cap 

2050/C Tappi a vite colore giallo per contenitori cod. 2050 Yellow screw cap for containers cod 2050 

2050/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola Specimen containers 60ml, PP, with screw cap, ind. wrapped 

2050/DDK Contenitori per campioni biologici 60ml, PP, tappo a vite inserito rosso Specimen containers 60ml, PP, with red inserted screw cap 

2050/E 
Contenitori per campioni biologici 60ml, PP, tappo a vite inserito, con 
etichetta 

Specimen containers 60ml, PP, with inserted screw cap, with label 

2050/E/S 
Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito, con 
etichetta 

Specimen containers 60ml, PP, with screw cap not inserted, with label 

2050/P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted 

2050/P/E Contenitori campioni biologici 60ml, PP, Ø35x70mm, graduati, Specimen containers 60ml, PP, with screw cap not inserted 

2050/PR 
Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito colore 
rosso 

Specimen containers 60ml, PP, with screw cap not inserted red colour 

2050/R 
Contenitori per campioni biologici 60ml, PP, tappo a vite inserito colore 
rosso 

Specimen containers 60ml, PP, with screw cap inserted red colour 

2050/S Contenitori per campioni biologici 60ml, PP, senza tappo Specimen containers 60ml, PP, without cap 

2050/T Contenitori per campioni biologici 60ml, PP, tappo a vite inserito Specimen containers 60ml, PP, with inserted screw cap 

2050/TAPPO/B Tappi a vite colore blu per contenitori cod. 2050 Blue screw cap for containers cod 2050 

2050P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted 

2052 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2052/10 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2052/100 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2052/CS 
Contenitori per feci 60ml, PP, con tappo a vite con paletta, confezione 
singola 

Faeces containers 60ml, PP, with screw cap and spoon, individually 
wrapped 

2052/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label 

2052/E/CS 
Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, 
confezione singola 

Faeces containers 60ml, PP, with screw cap and spoon, with label, 
individually wrapped 

2052/R Contenitori per feci 60ml, PP, con tappo a vite rosso con paletta Faeces containers 60ml, PP, with red screw cap and spoon 

2052/T5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2062 Contenitori per feci da 60 ml, in PP, tappo a vite  Faeces containers in PP 60ml, screw cap 

2062/10 Contenitori per feci da 60 ml, in PP, tappo a vite  Faeces containers in PP 60ml, screw cap 

2062/E Contenitori per feci da 60ml, in PP, tappo vite con paletta, etichetta Faeces containers in PP 60ml, screw cap, with label 

2062/P Contenitori per feci da 60 ml, in PP, tappo a vite a parte Faeces containers in PP 60ml, not assembled screw cap 
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2072 Contenitori per feci da 60 ml, in PS, tappo a vite Faeces containers in PS 60ml, screw cap 

2072/E Contenitori per feci da 60ml, in PS, tappo vite con paletta, etichetta Faeces containers in PS 60ml, screw cap, with label 

2072/P Contenitori per feci da 60 ml, in PS, tappo a vite a parte Faeces containers in PS 60ml, not assembled screw cap 

2120 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap 

2120/100 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap 

2120/50 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap 

2120/B Contenitori per urine 150ml, PP, graduati, tappo a vite bianco Graduated urine containers 150ml, PP, white screw cap 

2120/CS 
Contenitori per urine 150ml, PP, graduati, tappo a vite, confezione singola, 
asettici 

Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic 

2120/CS/M 
Contenitori per urine 150ml, PP, graduati, tappo a vite, confezione singola, 
asettici 

Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic 

2120/CS/MI 
Contenitori per urine 150ml, PP, graduati, tappo a vite, confezione singola, 
asettici 

Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic 

2120/E Contenitori per urine 150ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PP, screw cap, with label 

2120/E/CS 
Contenitori per urine 150ml, PP, graduati, tappo a vite, confezione singola, 
asettici, con etichetta 

Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic, 
with label 

2120/ES 
Contenitori per urine 150ml, PP, graduati, tappo a vite, con etichetta non 
applicata 

Graduated urine containers 150ml, PP, screw cap, with label in separate 
bag 

2120/N Contenitori per urine 150ml, PP, graduati, tappo a vite neutro Graduated urine containers 150ml, PP, neutral screw cap 

2120/R Contenitori per urine 150ml, PP, graduati, tappo a vite rosso Graduated urine containers 150ml, PP, red screw cap 

2120/S Contenitori per urine 150ml, PP, graduati, senza tappo Graduated urine containers 150ml, PP, without cap 

2120/T Contenitori per urine 150ml, PP, graduati, tappo a vite inserito Graduated urine containers 150ml, PP, with inserted screw cap 

2120/T/100 
Contenitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni 
da 100 pcs 

Graduated urine containers 150ml, PP, with inserted screw cap, bags of 
100 pcs 

2120/T/N Contenitore urina 150ml, in PP tappo a vite neutro inserito, Graduated urine containers 150ml, PP, with inserted screw cap 

2120/T5 
Contenitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni 
da 5 pcs 

Graduated urine containers 150ml, PP, with inserted screw cap, bags of 5 
pcs 

2120/T50 
Contenitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni 
da 50 pcs 

Graduated urine containers 150ml, PP, with inserted screw cap, bags of 50 
pcs 

2120/TB Contenitori per urine 150ml, PP, graduati, tappo a vite inserito bianco Graduated urine containers 150ml, PP, with inserted white screw cap 

2120/TB Contenitori urina 150ml, in PP con tappo a vite bianco Graduated urine containers 150ml, PP, with inserted screw cap 

2120/TE Contenitori urina 150ml, in PP tappo vite azzurro inserito, Graduated urine containers 150ml, PP, with inserted screw cap 

2120/TN 
Contenitori per urine 150ml, PP, graduati, tappo a vite inserito di colore 
neutro 

Graduated urine containers 150ml, PP, with inserted screw cap neutral 
colour 

2120/TR Contenitori per urine 150ml, PP, graduati, tappo a vite inserito colore rosso Graduated urine containers 150ml, PP, with red inserted screw cap 

2120/V/500 Contenitori per urine 150ml, PP, graduati, tappo a vite verde Graduated urine containers 150ml, PP, screw cap green colour 

2220 Contenitori per urine 200ml, PP, graduati, tappo a vite  Graduated urine containers 200ml, PP, screw cap 

2220/250 Contenitori urina 200ml, in PP tappo a vite, graduati, Graduated urine containers 200ml, PP, screw cap 

2220/CS Contenitori per urine 200ml, PP, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PP, screw cap, ind. wrapped 

2220/E Contenitori per urine 200ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PP, screw cap, with label 

2220/E/CS 
Contenitori per urine 200ml, PP, graduati, tappo a vite, con etichetta, 
confezione singola 

Graduated urine containers 200ml, PP, screw cap, with label, individually 
wrapped 

2220/R Contenitori per urine 200ml, PP, graduati, tappo a vite rosso Graduated urine containers 200ml, PP, red screw cap 

2220/S Contenitori per urine 200ml, PP, graduati, senza tappo a vite  Graduated urine containers 200ml, PP, without screw cap 

2220/T Contenitori per urine 200ml, PP, graduati, tappo a vite inserito Graduated urine containers 200ml, PP, with inserted screw cap 

2250 Contenitori campioni biologici da 40 ml, in PP Specimen containers 40 ml, in PP 

2420 
Contenitori per urine 150ml, PP, graduati, tappo a vite e tappino per 
prelievo campioni 

Graduated urine containers 150ml, PP, screw cap and plug 

2420/R 
Contenitori per urine 150ml, PP, graduati, tappo a vite rosso e tappino per 
prelievo campioni 

Graduated urine containers 150ml, PP, with screw cap and plug red colour 

2420/TR 
Contenitori urine 150ml, PP, graduati, tappo a vite rosso e tappino prelievo 
campioni inserito 

Graduated urine containers 150ml, PP, with inserted screw cap and plug 
red colour 

2440 
Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, Ø 
38 x 65 mm. 

Specimen containers in PS with inserted screw cap, 60 ml,  Ø 38 x 65 mm 
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2440/CS 
Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, Ø 
38 x 65 mm, conf. singola 

Specimen containers in PS with inserted screw cap, 60 ml,  Ø 38 x 65 mm, 
individually wrapped 

2440/E 
Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, Ø 
38 x 65 mm, con etichetta 

Specimen containers in PS with inserted screw cap, 60 ml,  Ø 38 x 65 mm, 
with label 

2440/E/CS 
Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, Ø 
38 x 65 mm, con etichetta, conf. singola 

Specimen containers in PS with inserted screw cap, 60 ml,  Ø 38 x 65 mm, 
with label, individually wrapped 

2440/P Contenitori campioni biologici 60ml, PS, con tappo a parte, Specimen containers in PS with screw cap, 60 ml,  Ø 38 x 65 mm 

2442 
Contenitori per feci in PS con tappo a vite e con paletta, 60 ml, Ø 38 x 65 
mm 

Faeces containers in PS with screw cap and spoon, 60 ml, Ø 38 x 65 mm 

2442/E 
Contenitori per feci in PS con tappo a vite e con paletta, 60 ml, Ø 38 x 65 
mm, con etichetta. 

Faeces containers in PS with screw cap and spoon, 60 ml, Ø 38 x 65 mm, 
with label 

2442/R 
Contenitori per feci in PS con tappo a vite rosso e con paletta, 60 ml, Ø 38 x 
65 mm 

Faeces containers in PS with red screw cap and spoon, 60 ml, Ø 38 x 65 
mm 

2450 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap 

2450/B Contenitori per campioni biologici 60ml, PP, tappo a vite bianco Specimen containers 60ml, PP, with white screw cap 

2450/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola Specimen containers 60ml, PP, with screw cap, ind. wrapped 

2450/E Contenitori per campioni biologici 60ml, PP, tappo a vite, con etichetta Specimen containers 60ml, PP, with screw cap, with label 

2450/P Contenitori campioni biologici 60ml, in PP, Ø38 x 65 mm, Specimen containers 60ml, PP, with screw cap, with label 

2450/R Contenitori per campioni biologici 60ml, PP, tappo a vite colore rosso Specimen containers 60ml, PP, with red screw cap 

2452 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2452/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label 

2452/E/CS 
Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, 
confezione singola 

Faeces containers 60ml, PP, with screw cap and spoon, with label, 
individually wrapped 

2452/R Contenitori per feci 60ml, PP, con tappo a vite rosso e con paletta Faeces containers 60ml, PP, with red screw cap and with spoon 

2452/T/5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon 

2580 Contenitori per campioni biologici 25ml, PS, tappo a vite Specimen containers 25ml, PS, with screw cap 

2580/B Contenitori per campioni biologici 25ml, PS, tappo a vite bianco Specimen containers 25ml, PS, with white screw cap 

2580/E Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label 

2580/E/CS 
Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta, 
confezione singola 

Specimen containers 25ml, PS, with screw cap, with label, individually 
wrapped 

2580/E/P 
Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito, con 
etichetta 

Specimen containers 25ml, PS, with screw cap not inserted, with label 

2580/E/P/W 
Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito, con 
etichetta 

Specimen containers 25ml, PS, with screw cap not inserted, with label 

2580/E/W Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label 

2580/EB 
Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta 
bianca 

Specimen containers 25ml, PS, with screw cap, with white label 

2580/ER 
Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito, con 
etichetta 

Specimen containers 25ml, PS, with not inserted screw cap, with label 

2580/P Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito Specimen containers 25ml, PS, with not inserted screw cap 

2580/PB Contenitori campioni biologici 25ml, in PS, Ø25 x 90 mm, Specimen containers 25ml, PS, with not inserted screw cap 

2580/S Contenitori per campioni biologici 25ml, PS, senza tappo Specimen containers 25ml, PS, without cap 

2580/TAPPO/A Tappo a vite colore azzurro per contenitori cod. 2580/2680 Light blue screw cap for containers cod. 2580/2680 

2580/TBIANCO Tappo a vite colore bianco per contenitori cod. 2580/2680 White screw cap for containers cod. 2580/2680 

2580/W Contenitori per campioni biologici 25ml, PS, tappo a vite bianco non inserito Specimen containers 25ml, PS, with white not inserted screw cap 

2580P Contenitori campioni biologici 25ml, PS, con tappo a vite Specimen containers 25ml, PS, with white not inserted screw cap 

2588 Contenitori per feci 25ml, PS, con tappo a vite con paletta Faeces containers 25ml, PS, with screw cap and spoon 

2588/E Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PS, with screw cap and spoon, with label 

2588/E/CS 
Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta, 
confezione singola 

Faeces containers 25ml, PS, with screw cap and spoon, with label, 
individually wrapped 

2588/EB 
Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta 
bianca 

Faeces containers 25ml, PS, with screw cap and spoon, with white label 

2588/P Contenitori per feci 25ml, PS, con tappo a vite con paletta a parte Faeces containers 25ml, PS, with screw cap and spoon in separate bag 

2588P Paletta in polipropilene bianco Spoon in white polypropylene 
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COD. DESCRIZIONE DESCRIPTION 

2640 
Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in 
alluminio con  guarnizione, Ø39 x 60 mm 

60 ml specimen containers in PS. With alluminium screw cap with gasket, 
Ø39 x 60 mm 

2640/E 
Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in 
alluminio con  guarnizione, Ø39 x 60 mm, con etichetta 

60 ml specimen containers in PS. With alluminium screw cap with gasket, 
Ø39 x 60 mm, with label 

2680 Contenitori per campioni biologici 25ml, PP, tappo a vite Specimen containers 25ml, PP, with screw cap 

2680/E 
Contenitori per campioni biologici 25ml, PP, tappo a vite inserito, con 
etichetta 

Specimen containers 25ml, PP, with inserted screw cap, with label 

2680/P Contenitori per campioni biologici 25ml, PP, tappo a vite non inserito Specimen containers 25ml, PP, with not inserted screw cap 

2680/S Contenitori per campioni biologici 25ml, PP, senza tappo a vite Specimen containers 25ml, PP, without screw cap 

2688 Contenitori per feci 25ml, PP, con tappo a vite con paletta Faeces containers 25ml, PP, with screw cap and spoon 

2688/E Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PP, with screw cap and spoon, with label 

2688/E/CS 
Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta, in 
confezione singola 

Faeces containers 25ml, PP, with screw cap and spoon, with label, 
individually wrapped 

5024 
Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata 

Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap, 
graduated 

5024/E 
Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata, etichetta 

Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap, 
graduated, with label 

5024/F "24 ore" da 2.500 ml tipo bottiglia in pe Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap 

5024K 
Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, 
graduata 

Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap, 
graduated 

5050/S Contenitori per feci da 60ml, in PP, senza tappo Faeces containers in PP 60ml, without cap 

5120 
Contenitore per urine in PP da 120ml, tappo con sistema di prelievo 
sottovuoto. 

120 ml urine containers in PP, with screw cap with device for vacuum tube 

5120/CS 
Contenitore per urine in PP da 120ml, tappo con sistema di prelievo 
sottovuoto, confezione singola 

120 ml urine containers in PP, with screw cap with device for vacuum tube, 
individually wrapped 

5434 
Contenitori per la raccolta delle urine nelle 24 ore, 2.000ml, PE, tappo a 
vite, graduata 

Square containers for 24 hours urine collection, 2.500ml, PE, graduated, 
screw cap 

5434/M 
Contenitori per la raccolta delle urine nelle 24 ore, 2000ml, PE, tappo vite, 
graduata, marrone 

Square containers for 24 hours urine collection, 2.500ml, PE, graduated, 
screw cap, brown 

5471 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
2000ml, con tappo per il prelievo con provetta tipo sottovuoto 

2000 ml Square graduated containers for 24 hours urine collection with 
ergonomic handle. Screw cap complete of sampling device for vacuum test 
tubes. 

5472 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
2000ml, colore ambrato, con tappo per il prelievo con provetta tipo 
sottovuoto 

2000 ml Square graduated containers for 24 hours urine collection with 
ergonomic handle, brown colour. Screw cap complete of sampling device 
for vacuum test tubes. 

5671 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
2000ml, con tappo per il prelievo con provetta tipo sottovuoto e sonda 
prelievo 

2000ml Square graduated containers for 24 hours urine collection with 
ergonomic handle. Screw cap complete of sampling device for vacuum test 
tubes and sampling probe 

5672 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
2000ml, colore ambrato, con tappo per il prelievo con provetta tipo 
sottovuoto e sonda prelievo 

2000 ml Square graduated containers for 24 hours urine collection with 
ergonomic handle, brown colour. Screw cap complete of sampling device 
for vacuum test tubes and sampling probe 

5731 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
3000ml, colore ambrato, con tappo per il prelievo con provetta tipo 
sottovuoto 

3.000 ml Square graduated containers for 24 hours urine collection with 
ergonomic handle, brown colour. Screw cap complete of sampling device 
for vacuum test tubes  

5732 
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da 
3000ml, colore ambrato, con tappo per il prelievo con provetta tipo 
sottovuoto e sonda prelievo 

3.000 ml Square graduated containers for 24 hours urine collection with 
ergonomic handle, brown colour. Screw cap complete of sampling device 
for vacuum test tubes and sampling probe 

6840 Contenitore per trasporto campioni con coperchio ermetico Test tubes securbox with hermetic lid 
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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. 



 

Mod DC-048/01.06/3 

Provette con anticoagulante e separatori di siero 

Blood collecting tubes and serum separators 

26.07.2015 

Pag.  5  of   6 

 

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

COD. DESCRIZIONE DESCRIPTION 

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 



 

Mod DC-048/01.06/3 

Provette con anticoagulante e separatori di siero 

Blood collecting tubes and serum separators 

26.07.2015 

Pag.  6  of   6 

 

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

COD. DESCRIZIONE DESCRIPTION 

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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CERTIFIED COMPANY UNI EN 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 E TAPPI 
TEST TUBES AND CAPS  

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: 51091001 - Other containers for samples of human origin 
 EDMA code: 51091001 - Other containers for samples of human origin 
 

>  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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Annex 1 to Declaration of Conformity 98/79/CE 

COD. DESCRIZIONE DESCRIPTION 

1005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS 

1005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS 

1006 Provetta cilindrica 3ml, PS Cylindrical test tubes 3ml, PS 

1006/MO Provetta cilindrica 3ml, PP Cylindrical test tubes 3ml, PP 

10061 Provetta cilindrica in TPX 7ml  TPX cylindrical test tubes 7ml 

10062 Provetta cilindrica in TPX 10ml  TPX cylindrical test tubes 10ml 

10063 Provetta cilindrica in TPX 16ml  TPX cylindrical test tubes 16ml 

10064 Provetta cilindrica in TPX 26ml  TPX cylindrical test tubes 26ml 

10065 Provetta cilindrica in TPX 30ml  TPX cylindrical test tubes 30ml 

10066 Provetta cilindrica in TPX 31ml  TPX cylindrical test tubes 31ml 

10067 Provetta cilindrica in TPX 48ml  TPX cylindrical test tubes 48ml 

10068 Provetta cilindrica in TPX 75ml  TPX cylindrical test tubes 75ml 

10069 Provetta cilindrica in TPX 110ml  TPX cylindrical test tubes 110ml 

10070 Provetta cilindrica in TPX 160ml  TPX cylindrical test tubes 160ml 

10071 Provetta cilindrica in TPX 200ml  TPX cylindrical test tubes 200ml 

1008/C Tappo per art. 1014/C Cap for art. 1014/C 

1009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label 

1009/C/T Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap 

1009/C/TBE/CS Provetta conica 10ml, PS, tappo bianco, etichetta, confezione singola Conical test tubes 10ml, PS, white cap, label, individually wrapped 

1009/C/T/CS Provette coniche 10ml, PS, con bordo, graduate, Ø16x100 mm, Conical test tubes 10ml, PS, cap 

1009/C/TB Provetta conica 10ml, PS, tappo bianco Conical test tubes 10ml, PS, white cap 

1009/C/TB/E Provetta conica 10ml, PS, tappo bianco, etichetta Conical test tubes 10ml, PS, white cap, label 

1009/C/TE Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label 

1009/C/TE/CS Provette coniche 10ml in PS con bordo, graduate,Ø16x100 mm Conical test tubes 10ml, PS, cap, label 

1009/C/TG Provetta conica 10ml, PS, tappo giallo Conical test tubes 10ml, PS, yellow cap 

1009/C/TR Provetta conica 10ml, PS, tappo rosso Conical test tubes 10ml, PS, red cap 

1009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label 

1009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10ml, PP, label 

1009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap 

1009/MO/T/100 Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap 

1009/MO/T/AL Provetta cilindrica 10ml, PP, tappo alettato Cylindrical test tubes 10ml, PP, cap with tongue 

1009/MO/T/CS Provetta cilindrica 10ml, PP, tappo, confezione singola Cylindrical test tubes 10ml, PP, cap, individually wrapped 

1009/MO/TB Provetta cilindrica 10ml, PP, tappo bianco Cylindrical test tubes 10ml, PP, white cap 

1009/MO/TB/E Provetta cilindrica 10ml, PP, tappo bianco, con etichetta Cylindrical test tubes 10ml, PP, white cap, with label 

1009/MO/TE Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label 

1009/MO/TG Provetta cilindrica 10ml, PP, tappo giallo Cylindrical test tubes 10ml, PP, yellow cap 

1009/MO/TR Provetta cilindrica 10ml, PP, tappo rosso Cylindrical test tubes 10ml, PP, red cap 

1009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label 

1009/MOC/T Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap 

1009/MOC/TB Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap 

1009/MOC/TE Provetta conica 10ml, PP, tappo, etichetta Conical test tubes 10ml, PP, cap, label 

1009/MOC/TR Provetta conica 10ml, PP, tappo rosso Conical test tubes 10ml, PP, red cap 

1009/MOC/TR/E Provetta conica 10ml, PP, tappo rosso ed etichetta Conical test tubes 10ml, PP, red cap and label 

1009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap 

1009/TB Provette cilindriche da 10ml, PS, bordo, graduate, Ø16x100mm Cylindrical test tubes 10ml, PS, cap 

1009/TBE/CS Provette cilindriche da 10ml, PS, bordo, graduate, Ø16x100mm Cylindrical test tubes 10ml, PS, cap 

1009/TB/E Provetta cilindrica 10ml, PS, tappo bianco, etichetta Cylindrical test tubes 10ml, PS, white cap, label 

1009/TB/E/RACK Provetta cilindrica 10ml, PS, tappo bianco, etichetta, in rack da 100 pcs Cylindrical test tubes 10ml, PS, white cap, label, in rack of 100 pieces 

1009/TE Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label 

1009/TE/CS Provette cilindriche 10ml, PS, Ø16x100mm, con bordo e tappo, Cylindrical test tubes 10ml, PS, cap, label 

1009/TR Provetta cilindrica 10ml, PS, tappo rosso Cylindrical test tubes 10ml, PS, red cap 

1009/TR/E Provette cilindr.da 10ml in PS graduate con bordo e etichetta Cylindrical test tubes 10ml, PS, red cap 

1010/E Provetta cilindrica 3ml, PS, etichetta Cylindrical test tubes 3ml, PS, label 

1010/MO/E Provetta cilindrica 3ml, PP, etichetta Cylindrical test tubes 3ml, PP, label 

1010/MO/T Provetta cilindrica 3ml, PP, tappo Cylindrical test tubes 3ml, PP, cap 

1010/MO/TE Provetta cilindrica 3ml, PP, tappo, etichetta Cylindrical test tubes 3ml, PP, cap, label 

1010/T Provetta cilindrica 3ml, PS, tappo Cylindrical test tubes 3ml, PS, cap 

1010/TE Provetta cilindrica 3ml, PS, tappo, etichetta Cylindrical test tubes 3ml, PS, cap, label 

10121 Provetta cilindrica in polipropilene 7ml  Polypropylene cylindrical test tubes 7ml 

10122 Provetta cilindrica in polipropilene 10ml  Polypropylene cylindrical test tubes 10ml 

10123 Provetta cilindrica in polipropilene 16ml  Polypropylene cylindrical test tubes 16ml 

10124 Provetta cilindrica in polipropilene 26ml  Polypropylene cylindrical test tubes 26ml 

10125 Provetta cilindrica in polipropilene 30ml  Polypropylene cylindrical test tubes 30ml 
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10126 Provetta cilindrica in polipropilene 31ml  Polypropylene cylindrical test tubes 31ml 

10127 Provetta cilindrica in polipropilene 48ml  Polypropylene cylindrical test tubes 48ml 

10128 Provetta cilindrica in polipropilene 75ml  Polypropylene cylindrical test tubes 75ml 

10129 Provetta cilindrica in polipropilene 110ml  Polypropylene cylindrical test tubes 110ml 

10130 Provetta cilindrica in polipropilene 160ml  Polypropylene cylindrical test tubes 160ml 

10131 Provetta cilindrica in polipropilene 200ml  Polypropylene cylindrical test tubes 200ml 

1014 Provetta cilindrica per RIA 4ml, PS Cylindrical test tubes for RIA 4ml, PS 

1014/C Provetta cilindrica per RIA 3ml, PS Cylindrical test tubes for RIA 3ml, PS 

1014/C/T Provetta cilindrica per RIA 3ml, PS, tappo Cylindrical test tubes for RIA 3ml, PS, cap 

1014/C+1008/C Provetta cilindrica per RIA 3ml, PS + tappo cod. 1008/C non inserito Cylindrical test tubes for RIA 3ml, PS + cap cod. 1008/C not inserted 

1014+1128 Provetta cilindrica per RIA 4ml, PS + tappo cod. 1128 non inserito Cylindrical test tubes for RIA 4ml, PS + cap cod. 1128 not inserted 

10150 Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, Ø16x100 
Test tubes with screw cap and selfstanding base 10ml, in PP, graduated, 
Ø16x100 

10150/E 
Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, Ø16x100, 
con etichetta 

Test tubes with screw cap and selfstanding base 10ml, in PP, graduated, 
Ø16x100, with label 

10160 Provetta con tappo a vite e base appoggio 5ml, in PP, graduata, Ø16x50 
Test tubes with screw cap and selfstanding base 5ml, in PP, graduated, 
Ø16x50 

10160/E Provetta tappo a vite e base appoggio 5ml, in PP, graduata, Ø16x50, etichetta Test tubes crew cap, selfstanding base 5ml, in PP, graduated, Ø16x50, label 

1018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS 

1018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP 

10181 Provetta cilindrica in polistirolo cristallo 7ml  Polystyrene crystal cylindrical test tubes 7ml 

10182 Provetta cilindrica in polistirolo cristallo 10ml  Polystyrene crystal cylindrical test tubes 10ml 

10183 Provetta cilindrica in polistirolo cristallo 16ml  Polystyrene crystal cylindrical test tubes 16ml 

10184 Provetta cilindrica in polistirolo cristallo 26ml  Polystyrene crystal cylindrical test tubes 26ml 

10185 Provetta cilindrica in polistirolo cristallo 30ml  Polystyrene crystal cylindrical test tubes 30ml 

10186 Provetta cilindrica in polistirolo cristallo 31ml  Polystyrene crystal cylindrical test tubes 31ml 

10187 Provetta cilindrica in polistirolo cristallo 48ml  Polystyrene crystal cylindrical test tubes 48ml 

10188 Provetta cilindrica in polistirolo cristallo 75ml  Polystyrene crystal cylindrical test tubes 75ml 

10189 Provetta cilindrica in polistirolo cristallo 110ml  Polystyrene crystal cylindrical test tubes 110ml 

10190 Provetta cilindrica in polistirolo cristallo 160ml  Polystyrene crystal cylindrical test tubes 160ml 

10191 Provetta cilindrica in polistirolo cristallo 200ml  Polystyrene crystal cylindrical test tubes 200ml 

10205 Provette cilindriche da 5ml, in PP, con tappo attaccato, Cylindrical test tubes 5ml, in PP, with hinged lid   

10206 Provette cilindriche da 10ml, in PP, con tappo attaccato, Cylindrical test tubes 10ml, in PP, with hinged lid   

10241 Provetta conica in TPX 10ml TPX conical test tubes 10ml 

10242 Provetta conica in TPX 16ml TPX conical test tubes 16ml 

1025 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS 

1025/B Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS 

1025/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP 

1025/MO/B Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP 

10251 Provette in polietilene da 3 ml 3 ml test tubes in polyethylene 

10252 Provette in polietilene da 5 ml 5 ml test tubes in polyethylene 

1027 Tappo chiuso sul fondo per provetta Ø16, PE Stoppers closed at the bottom for test tubes Ø16, PE 

10271 Provetta conica in polipropilene 10ml Polypropylene conical test tubes 10ml 

10272 Provetta conica in polipropilene 16ml Polypropylene conical test tubes 16ml 

1028 Tappo chiuso sul fondo per provetta Ø12, PE Stoppers closed at the bottom for test tubes Ø12, PE 

1029 Tappo chiuso sul fondo per provetta Ø13, PE Stoppers closed at the bottom for test tubes Ø13, PE 

1031 Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap 

1031/500+1017 Provetta per urina 12ml, PS, tappo + etichette cod. 1017 Urine test tubes 12ml, PS, cap + labels cod. 1017 

1031/CS Provetta per urina 12ml, PS, tappo, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped 

1031/CS/PI Provetta per urina 12ml, PS, tappo presa igienica, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped 

1031/E Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label 

1031/E/500 Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label 

1031/E/CS Provette per urina da 12ml, in PS, graduate, Ø17x105 mm, Urine test tubes 12ml, PS, cap, label 

1031/E/S Provetta per urina 12ml, PS, etichetta Urine test tubes 12ml, PS, label 

1031/G Provetta per urina 12ml, PS, tappo giallo non inserito Urine test tubes 12ml, PS, yellow cap not inserted 

1031/S Provetta per urina 12ml, PS Urine test tubes 12ml, PS 

1031/S/1500 Provetta per urina 12ml, in PS, confezioni da 1500pcs Urine test tubes 12ml, in PS, pack of 1500 pcs 

1031/T Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap 

1031/TE Provetta per urina 12ml, PS, tappo ed etichetta Urine test tubes 12ml, PS, cap and label 

1034 Tappo per art. 1031/S, PE Caps for art. 1031/S, PE 

1034.01 Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, red colour 

1034.02 Tappo per art. 1031/S, PE, colore giallo Caps for art. 1031/S, PE, yellow colour 

1034/R Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, colour red 

1035/E Provetta cilindrica fondo piatto 5ml, PS, etichetta Flat bottom cylindrical test tubes 5ml, PS, label 

1035/MO/E Provetta cilindrica fondo piatto 5ml, PP, etichetta Flat bottom cylindrical test tubes 5ml, PP, etichetta 
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1035/MO/T Provetta cilindrica fondo piatto 5ml, PP, tappo Flat bottom cylindrical test tubes 5ml, PP, cap 

1035/MO/TE Provetta cilindrica fondo piatto 5ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PP, cap, label 

1035/T Provetta cilindrica fondo piatto 5ml, PS, tappo Flat bottom cylindrical test tubes 5ml, PS, cap 

1035/TE Provetta cilindrica fondo piatto 5ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PS, cap, label 

10351 Provette coniche 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap 

10351/E Provette coniche 50ml, PP, tappo a vite, etichetta Conical test tubes 50ml, PP, screw cap, label 

10351/R Provette coniche 50ml, PP, tappo a vite rosso Conical test tubes 50ml, PP, red screw cap 

10351/S Provette coniche 50ml, PP, tappo a vite azzurro non inserito Conical test tubes 50ml, PP, light blue cap not inserted 

10352 Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap 

10352/E Provetta conica 15ml, PP, tappo a vite, etichetta Conical test tubes 15ml, PP, screw cap, label 

10352/R Provetta conica 15ml, PP, tappo a vite rosso Conical test tubes 15ml, PP, red screw cap 

10361 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10ml, PS, screw cap 

10361/B Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10ml, PS, screw cap 

10361/E Provetta cilindrica 10ml, PS, tappo a vite, etichetta Cylindrical test tubes 10ml, PS, screw cap, label 

10361/MO Provetta cilindrica 10ml, PP, tappo a vite Cylindrical test tubes 10ml, PP, screw cap 

10361/MO/S Provetta cilindrica 10ml, PP, senza tappo a vite Cylindrical test tubes 10ml, PP, without screw cap 

10361/R Provetta cilindrica 10ml, PS, tappo a vite rosso Cylindrical test tubes 10ml, PS, red screw cap 

10361/S Provette cilindriche 10ml, PS tappo  a vite a parte Cylindrical test tubes 10ml, PS, red screw cap not assembled 

10362 Provetta cilindrica 15ml, PS, tappo a vite Cylindrical test tubes 15ml, PS, screw cap 

10363 Provetta cilindrica 20ml, PS, tappo a vite Cylindrical test tubes 20ml, PS, screw cap 

10363/R Provetta cilindrica 20ml, PS, tappo a vite rosso Cylindrical test tubes 20ml, PS, red screw cap 

1038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label 

1038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label 

1038/MO/T Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap 

1038/MO/T/100 Provetta cilindrica 5ml, PP, tappo, confezioni da 100 pcs Cylindrical test tubes 5ml, PP, cap, bags of 100 pcs 

1038/MO/TE Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label 

1038/MO/TN Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap 

1038/T Provetta cilindrica 5ml, PS, tappo Cylindrical test tubes 5ml, PS, cap 

1038/TE Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label 

1038/TR/E Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label 

10401 Tappo per provetta Ø12, PE Caps for test tubes Ø12, PE 

10402 Tappo per provetta Ø16, PE Caps for test tubes Ø16, PE 

10403 Tappo per provetta Ø14,5, PE Caps for test tubes Ø14.5 PE 

10404 Tappo per provetta Ø18, PE Caps for test tubes Ø18, PE 

10405 Tappo per provetta Ø24, PE Caps for test tubes Ø24, PE 

10406 Tappo per provetta Ø30, PE Caps for test tubes Ø30, PE 

10407 Tappo per provetta Ø35, PE Caps for test tubes Ø35, PE 

10408 Tappo per provetta Ø40, PE Caps for test tubes Ø40, PE 

10409 Tappo per provetta Ø45, PE Caps for test tubes Ø45, PE 

10410 Tappo per provetta Ø50, PE Caps for test tubes Ø50, PE 

10411 Tappo per provetta Ø20, PE Caps for test tubes Ø20, PE 

1075 Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS 

1075/250 Provetta cilindrica 5ml tipo SORVALL CW1, PS, confezioni da 250 pezzi Cylindrical test tubes 5ml SORVALL CW1 type, PS, bags of 250 pieces 

1075/C Provetta conica da 4,5 ml in PS, Ø12 x 75 mm 4.5 ml conical test tubes in PS, Ø12 x 75 mm 

1075/C/T Provetta conica da 4,5 ml in PS, Ø12 x 75 mm, con tappo 4.5 ml conical test tubes in PS, Ø12 x 75 mm, with cap 

1075/E Provetta cilindrica 5ml tipo SORVALL CW1, PS, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, label 

1075/MO Provetta cilindrica 5ml tipo SORVALL CW1, PP Cylindrical test tubes 5ml SORVALL CW1 type, PP 

1075/MO/T Provetta cilindrica 5ml tipo SORVALL CW1, PP, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PP, label 

1075/MOC Provetta conica 5ml tipo SORVALL CW1, PP Conical test tubes 5ml SORVALL CW1 type, PP 

1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS 

1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS 

1075/T Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap 

1075/TE Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap, label 

1075+1128 Provetta cilindrica 5ml tipo SORVALL CW1, PS + tappo cod. 1128 Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128 

1075+1128.02 Provette cilindriche 5ml PS tipo Sorvall, Ø12x75 mm con Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128.02 

1124 Tappo antievaporazione, PE Anti-Evaporation caps, PE 

1127 Tappo alettato per provetta Ø16, PE Stoppers with tongues for test tubes Ø16, PE 

1128 Tappo alettato per provetta Ø12, PE Stoppers with tongues for test tubes Ø12, PE 

1130 Tappo alettato per provetta Ø13, PE Stoppers with tongues for test tubes Ø13, PE 

1131 Provetta speciale per urina 12ml, PS, tappo Special urine test tubes 12ml, PS, cap 

1131/E Provetta speciale per urina 12ml, PS, tappo, etichetta Special urine test tubes 12ml, PS, cap, label 

1131/E/S Provetta speciale per urina 12ml, PS, etichetta Special urine test tubes 12ml, PS, etichetta 

1131/G Provetta speciale per urina 12ml, PS, tappo giallo Special urine test tubes 12ml, PS, yellow cap 

1131/S Provetta speciale per urina 12ml, PS Special urine test tubes 12ml, PS 

1131/S/1500 Provetta speciale per urina 12ml, PS, confezioni da 1500 pcs Special urine test tubes 12ml, PS, pack of 1500 pcs 
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1131/T Provetta speciale per urina 12ml, PS, tappo inserito Special urine test tubes 12ml, PS, with inserted cap 

1134 Tappo presa igienica per art. 1131/S, PE, colore azzurro Caps with sanitari grip for art. 1131/S, PE, light blue colour 

1134.01 Tappo presa igienica per art. 1131/S, PE, colore rosso Caps with sanitari grip for art. 1131/S, PE, red colour 

1134.02 Tappo presa igienica per art. 1131/S, PE, colore giallo Caps with sanitari grip for art. 1131/S, PE, yellow colour 

11452 Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap 

11452/E Provetta conica 15ml, PS, tappo a vite giallo, etichetta Conical test tubes 15ml, PS, yellow screw cap, label 

11452/S Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap 

1147 Tappo chiuso sul fondo per provetta Ø16, PE Stoppers closed at the bottom for test tubes Ø16, PE 

1148 Tappo chiuso sul fondo per provetta Ø12, PE Stoppers closed at the bottom for test tubes Ø12, PE 

11581 
Provette coniche per centrifuga da 13,5ml in PS, graduate a 5ml e 10ml, 
Ø16x110mm, tappo a vite  

13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml, 
Ø16x110mm, screw cap 

1164 Provetta cilindrica 11x64, PS Cylindrical test tubes 11x64, PS 

1168 Provette cilindriche da 1 ml in PS Cylindrical test tubes 1 ml in PS 

11681 
Provette coniche per centrifuga da 13,5ml in PP, graduate a 5ml e 10ml, 
Ø16x110mm, tappo a vite  

13,5ml centrifuge conical test tubes in PP, graduated at 5ml and 10ml, 
Ø16x110mm, screw cap 

11681/E 
Provette coniche per centrifuga da 13,5ml in PP, graduate a 5ml e 10ml, 
Ø16x110mm, tappo a vite, con etichetta 

13,5ml centrifuge conical test tubes in PP, graduated at 5ml and 10ml, 
Ø16x110mm, screw cap, with label 

1375 Provetta cilindrica 13x75, PS Cylindrical test tubes 13x75, PS 

1375/E Provetta cilindrica 13x75, PS, etichetta Cylindrical test tubes 13x75, PS, label 

1375/MO Provetta cilindrica 13x75, PP Cylindrical test tubes 13x75, PP 

1375/MO/T Provetta cilindrica 13x75, PP, tappo Cylindrical test tubes 13x75, PS, cap 

1375/MO/TE Provetta cilindrica 13x75, PP, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label 

1375/S PROVETTE CILINDRICHE 13X75 PS SENZA BORDO Cylindrical test tubes 13x75, PS 

1375/T Provetta cilindrica 13x75, PS, tappo Cylindrical test tubes 13x75, PS, tappo 

1375/T/E Provetta cilindrica 13x75, PS, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label 

15331/TE/R Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta, in rack Urine test tubes for instruments 10ml, PS, cap, label, in rack 

15361 
Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura 
serigrafata, Ø16x100mm, tappo a vite 

10 ml cylindrical test tubes in PS, writing surface and scree-printed graduation, 
Ø16x100 mm, screw cap 

15361/MO Provette cilindriche 10ml in PP, graduate serigrafate, con 
10 ml cylindrical test tubes in PP, writing surface and scree-printed graduation, 
Ø16x100 mm, screw cap 

15362 
Provette cilindriche da 15ml in PS, scala graduate e banda di scrittura 
serigrafata, Ø16x120mm, tappo a vite 

15 ml cylindrical test tubes in PS, writing surface and scree-printed graduation, 
Ø16x120 mm, screw cap 

1625 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS 

1625/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP 

1650.01 
Provette cilindriche in PS da 20 ml, Ø16 x 150 mm, non graduate, senza 
bordo, colore BLU 

20 ml cylindrycal test tubes in PS, Ø16 x 150 mm, non graduated, without rim, 
BLUE colour 

1650.02 
Provette cilindriche in PS da 20 ml, Ø16 x 150 mm, non graduate, senza 
bordo, colore ROSSO 

20 ml cylindrycal test tubes in PS, Ø16 x 150 mm, non graduated, without rim, 
RED colour 

1650.03 
Provette cilindriche in PS da 20 ml, Ø16 x 150 mm, non graduate, senza 
bordo, colore VERDE 

20 ml cylindrycal test tubes in PS, Ø16 x 150 mm, non graduated, without rim, 
GREEN colour 

1675 Provetta cilindrica 16x75, PS Cylindrical test tubes 16x75, PS 

1675/MO Provetta cilindrica 16x75, PP Cylindrical test tubes 16x75, PP 

1675MO+1147+CUP Kit di provetta in PP Ø16x75 + tappo presa igienica bianco + Cylindrical test tubes 16x75, PP 

20351 Provetta conica 50ml, PP, tappo a vite, base di appoggio Conical test tubes 50ml, PP, with screw cap, selfstanding base 

20351/P Provette coniche PP 50ml, con base d'appoggio, tappo a vite Conical test tubes 50ml, PP, with screw cap, selfstanding base 

20351/S Provette coniche PP 50ml, base d'appoggio, senza tappo, Conical test tubes 50ml, PP, without screw cap, selfstanding base 

5005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS 

5005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS 

5005/C/S Provetta conica 10ml, PS Conical test tubes 10ml, PS 

5005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP 

5005/MO/S Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP 

5005/MO/T Provette cilindriche da 10ml, in PP, senza bordo, Ø16x100 mm Cylindrical test tubes 10ml, PP 

5005/MOC Provette coniche da 10ml in PP non graduate, senza bordo, Conical test tubes 10ml, PP 

5005/MOC/S Provetta conica 10ml, PP Conical test tubes 10ml, PP 

5005/MOC/T Provetta conica 10ml, PP, con tappo Conical test tubes 10ml, PP, with cap 

5005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS 

5005/S/K Provette cilindriche da 10ml, in PS, senza bordo, Ø16x100 mm Cylindrical test tubes 10ml, PS 

5005/S/K/100 Provette cilindriche da 10ml, PS, senza bordo, Ø 16x100 mm, Cylindrical test tubes 10ml, PS 

5005/S/TE Provetta cilindrica 10ml, PS, con tappo ed etichetta Cylindrical test tubes 10ml, PS, with cap and label 

5006 Provetta cilindrica 11,5x55, PS Cylindrical test tubes 11,5x55, PS 

5006/C/T Provetta cilindrica 11,5x55, PS, con tappo Cylindrical test tubes 11,5x55, PS, con tappo 

5006/MO Provetta cilindrica 11,5x55, PP Cylindrical test tubes 11,5x55, PP 

5006/T Provetta cilindrica 11,5x55, PS, tappo Cylindrical test tubes 11,5x55, PS, cap 

5006T Provette cilindriche da 3ml, in PS non graduate, con tappo, Cylindrical test tubes 11,5x55, PS, cap 

5018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS 
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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 

5018/1000 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS 

5018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP 

50351 
Provette coniche 50ml in PP, con tappo a vite, Ø30x115 mm, con scala 
graduata ed area di scrittura serigrafata 

50ml conical test tubes in PP, screw cap, Ø30x115 mm, serigraphed graduated 
scale and writing surface 

50352 
Provette coniche 15ml in PP, con tappo a vite, Ø17x120 mm, con scala 
graduata ed area di scrittura serigrafata 

15ml conical test tubes in PP, screw cap, Ø17x120 mm, serigraphed graduated 
scale and writing surface 

5038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label 

5038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label 

5112 Provetta cilindrica fondo piatto 3ml, PS Flat bottom cylindrical test tubes 3ml, PS 

5112/E Provetta cilindrica fondo piatto 3ml, PS, etichetta Flat bottom cylindrical test tubes 3ml, PS, label 

5112/MO Provetta cilindrica fondo piatto 3ml, PP Flat bottom cylindrical test tubes 3ml, PP 

5112/MO/E Provetta cilindrica fondo piatto 3ml, PP, etichetta Flat bottom cylindrical test tubes 3ml, PP, label 

5112/MO/T Provetta cilindrica fondo piatto 3ml, PP, tappo Flat bottom cylindrical test tubes 3ml, PP, cap 

5112/MO/TAL Provetta cilindrica fondo piatto 3ml, PP, tappo alettato Flat bottom cylindrical test tubes 3ml, PP, cap with tongues 

5112/MO/TE Provetta cilindrica fondo piatto 3ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 3ml, PP, cap, label 

5112/MOR Provette cilindriche 3ml in PP Random, fondo piatto, graduate Flat bottom cylindrical test tubes 3ml, PP, cap, label 

5112/T Provetta cilindrica fondo piatto 3ml, PS, tappo  Flat bottom cylindrical test tubes 3ml, PS, cap 

5112/T/100 Provette cilindriche 3ml in PS fondo piatto,graduate,bordo Flat bottom cylindrical test tubes 3ml, PS, cap 

5112/TE Provetta cilindrica fondo piatto 3ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 3ml, PS, cap, label 

5122 Tappi esterni per provette sottovuoto Ø12-13, PE External caps for vacuum test tubes Ø12-13, PE 

5126 Tappi esterni per provette sottovuoto Ø15-16, PE External caps for vacuum test tubes Ø15-16, PE 

5127 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette Ø16 mm Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes Ø16 mm 

5129 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette Ø13 mm Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes Ø13 mm 

5140 Provetta cilindrica 20ml, PS Cylindrical test tubes 20ml, PS 

5140/E Provetta cilindrica 20ml, PS, etichetta Cylindrical test tubes 20ml, PS, label 

5140/MO Provetta cilindrica 20ml, PP Cylindrical test tubes 20ml, PP 

5140/MO/E Provette cilindriche da 20ml, in PP, senza bordo, Ø16x150 mm Cylindrical test tubes 20ml, PP, label 

5140/MO/T Provetta cilindrica 20ml, PP, tappo Cylindrical test tubes 20ml, PP, cap 

5140/MO/TE Provetta cilindrica 20ml, PP, etichetta, tappo Cylindrical test tubes 20ml, PP, label, cap 

5140/T Provetta cilindrica 20ml, PS, tappo Cylindrical test tubes 20ml, PS, cap 

5140/TE Provetta cilindrica 20ml, PS, etichetta, tappo Cylindrical test tubes 20ml, PS, label, cap 

5140MO/E Provetta cilindrica 20ml, PP, etichetta Cylindrical test tubes 20ml, PP, label 

5250 Provetta cilindrica 25ml, PP Cylindrical test tubes 25ml, PP 

5250/MO Provetta cilindrica 25ml, PS Cylindrical test tubes 25ml, PS 

5331 Provetta per urina per strumenti automatici 10ml, PS, tappo Urine test tubes for instruments 10ml, PS, cap 

5331/S Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS 

5331/ST Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS 

5331/TE Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta Urine test tubes for instruments 10ml, PS, cap, label 

5555 Provetta cilindrica 10ml, PMMA  Cylindrical test tubes 10ml, PMMA 

5555/E Provetta cilindrica 10ml, PMMA, etichetta Cylindrical test tubes 10ml, PMMA, label 

5555/T Provetta cilindrica 10ml, PMMA, tappo Cylindrical test tubes 10ml, PMMA, cap 

5555/TE Provetta cilindrica 10ml, PMMA, tappo, etichetta Cylindrical test tubes 10ml, PMMA, cap, label 

5558 Provetta cilindrica 5ml, PMMA  Cylindrical test tubes 5ml, PMMA 

5558/E Provetta cilindrica 5ml, PMMA, etichetta  Cylindrical test tubes 5ml, PMMA, label 

5558/T Provetta cilindrica 5ml, PMMA, tappo  Cylindrical test tubes 5ml, PMMA, cap 

5558/TE Provetta cilindrica 5ml, PMMA, tappo, etichetta  Cylindrical test tubes 5ml, PMMA, cap, label 

5575 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA 

5575/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label 

6005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS 

6005/250 Provette cilindriche da 10ml, in PS, con bordo, graduate, Cylindrical test tubes 10ml, PS 

6005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS 

6005/C/50 Provetta conica 10ml, PS, confezioni da 50 pezzi Conical test tubes 10ml, PS, bags of 50 pieces 

6005/C/500 Provetta conica 10ml, PS, confezioni da 500 pezzi Conical test tubes 10ml, PS, bags of 500 pieces 

6005/C/T Provetta conica 10ml, PS, con tappo Conical test tubes 10ml, PS, with cap 

6005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP 

6005/MO/250 Provette cilindriche da 10ml, in PP, con bordo, graduate, Cylindrical test tubes 10ml, PP 

6005/MOC Provetta conica 10ml, PP Conical test tubes 10ml, PP 

6009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label 

6009/C/T Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap 

6009/C/TR/E Provetta conica 10ml, PS, etichetta, tappo rosso Conical test tubes 10ml, PS, label, red cap 

6009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label 

6009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10ml, PP, label 

6009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap 

6009/MO/TB/E Provetta cilindrica 10ml, PP, etichetta, tappo bianco Cylindrical test tubes 10ml, PP, label, white cap 

6009/MO/TE Provetta cilindrica 10ml, PP, etichetta, tappo Cylindrical test tubes 10ml, PP, label, cap 
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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 

6009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label 

6009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap 

6013 Provetta cilindrica 7ml, PS Cylindrical test tubes 7ml, PS 

6013/MO Provetta cilindrica 7ml, in PP Cylindrical test tubes 7ml, in PP 

65351 
Provette coniche 50ml in PP, con tappo a vite, Ø30x115 mm, con scala 
graduata ed area di scrittura serigrafata, in rack 

50ml conical test tubes in PP, screw cap, Ø30x115 mm, serigraphed graduated 
scale and writing surface, in rack 

65352 
Provette coniche 15ml in PP, con tappo a vite, Ø17x120 mm, con scala 
graduata ed area di scrittura serigrafata, in rack 

15ml conical test tubes in PP, screw cap, Ø17x120 mm, serigraphed graduated 
scale and writing surface, in rack 

 



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: 

Stool Container

(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)
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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


 

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


 

Declaration of Conformity 
 

HL-7-0512DC DOI 2015/08 (5)                     

 
 
In Application of the Council Directive 98/79/EC on the approximation of 
the laws of the Member States relating to In Vitro Diagnostic Medical 
Devices & CE marking.  
 
 
Declaration of conformance to applicable sections of Annex I - Essential 
Requirements and Annex III (EC Declaration of Conformity) imposed by 
sections 2 to 5. The below listed products are not classified under Annex II Lists 
A or B.  Access to the appropriate technical files will be made available to the 
appropriate body in the event this is required. 
 
 
 
 
Product  Description  GMDN 
Code   Classification Code 
                  
5556 Clauss Fibrinogen 50 55997 
                  
 

 

 

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






        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Neumann-Neander-Str. 6-8 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design and development, production and distribution  

of products for filtration, rapid tests, water analysis, 

chromatography and bioanalysis 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 

 

 Validity:  The certificate is valid from 2020-05-29 until 2023-05-28. 

  

  

  

 2020-05-25   

 

  

  TÜV Rheinland Cert GmbH  
 Am Grauen Stein · 51105 Köln  

 

 

 

 

   
 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 MACHEREY-NAGEL GmbH & Co. KG 

Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for chromatography  
and bioanalysis 

/02 MACHEREY-NAGEL GmbH & Co. KG 
Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 
 

Design, development, production  
and distribution of products for filtration, 
rapid tests, water analysis. 
Service and administration 

/03 MACHEREY-NAGEL GmbH & Co. KG 
Papiermühle 50                                                                  
52349 Düren                                                                     
Germany 
 

Waste disposal 

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

Storage 

/05 MACHEREY-NAGEL GmbH & Co. KG 
Monschauer Str. 64                                                              
52355 Düren                                                                     
Germany 
 

Production 

 

 2020-05-25    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 
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