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ФЕДЕРАЛЬНАЯ СЛУЖБА ПО НАДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ 
(РОСЗДРАВНАДЗОР) 

РЕГИСТРАЦИОННОЕ УДОСТОВЕРЕНИЕ 
НА МЕДИЦИНСКОЕ ИЗДЕЛИЕ 

от 16 марта 2015 года № ФСР 2007/01095 

На медицинское изделие 
Дозаторы пипеточные, одно- и многоканальные, «Лайт» но ТУ 9443-007-
33189998-2007 

Настоящее регистрационное удостоверение вьщано 
Закрытое акционерное общество "Термо Фишер Сайентифик" 
(ЗАО "Термо Фишер Сайентифик"), Россия, 196240, Санкт-Петербург, 
ул. Кубинская, д. 73, корп. 1, литер А 

Производитель 
Закрытое акционерное общество "Термо Фишер Сайентифик" 
(ЗАО "Термо Фишер Сайентифик"), Россия, 196240, Санкт-Петербург, 
ул. Кубинская, д. 73, корн. 1, литер А 

Место производства медицинского изделия 

196240, Санкт-Петербург, ул. Кубинская, д.73, корн. 1, литер А 

Номер регистрационного досье № РД-6506/50043 от 04.03.2015 

Вид медицинского изделия -

Класс потенциального риска применения медицинского изделия 2а 

Код Общероссийского классификатора продукции для медицинского изделия 94 4330 

Настоящее регистрационное удостоверение имеет приложение на 1 листе 

приказом Росздравнадзора от 16 л%>та 2015 года № 1678 
допущено к обращению на терри'^эрии Российской Фед^ации 

Врио руководителя Федеральной службы 
по надзору в сфере здравоохранения^ М.А. Мурашко 

0011726 



ФЕДЕРАЛЬНАЯ САУЖБА ПО НАДЗОРУ В СФЕРЕ ЗДРАВООХРАНЕНИЯ 
(РОСЗДРАВНАДЗОР) 

ПРИЛОЖЕНИЕ 
К РЕГИСТРАЦИОННОМУ УДОСТОВЕРЕНИЮ 

НА МЕДИЦИНСКОЕ ИЗДЕЛИЕ 
от 16 марта 2015 года № ФСР 2007/01095 

Лист 1 

На медицинское изделие 
Дозаторы пипеточные, одно- и многоканальные, «Лайт» по ТУ 9443-007-33189998-
2007: 
1. Дозатор пипеточный ДПОФ-1 - 1 . 
2. Дозатор пипеточный ДПОФ-1-5. 
3. Дозатор пипеточный ДПОФ-1-10. 
4. Дозатор пипеточный ДПОФ-1-20. 
5. Дозатор пипеточный ДПОФ-1 -25. 
6. Дозатор пипеточный ДПОФ-1-50. 
7. Дозатор пипеточный ДПОФ-1-100. 
8. Дозатор пипеточный ДПОФ-1-200. 
9. Дозатор пипеточный ДПОФ-1-250. 
10. Дозатор пипеточный ДПОФ-1-500. 
11. Дозатор пипеточный ДПОФ-1-1000. 
12. Дозатор пипеточный ДПОП-1-1-10. 
13. Дозатор пипеточный ДПОП-1-2-20. 
14. Дозатор пипеточный ДПОП-1-5-50. 
15. Дозатор пипеточный ДПОП-1-10-100. 
16. Дозатор пипеточный ДПОП-1-20-200. 
17. Дозатор пипеточный ДПОП-1-100-1000. 
18. Дозатор пипеточный ДПОП-1-1000-10 ООО. 
19. Дозатор пипеточный ДПМП-8-1-10. 
20. Дозатор пипеточный ДПМП-8-5-50. 
21. Дозатор пипеточный ДПМП-8-30-300. 
22. Дозатор пипеточный ДПМП-8-50-300. 
23. Дозатор пипеточный ДПМП-12-1-10. 
24. Дозатор пипеточный ДПМП-12-5-50. 
25. Дозатор пипеточный ДПМП-12-30-300. 
26. Дозатор пипеточный ДПМП-12-50-300. 
27. Дозатор пипеточный ДПМП-16-5-50. 

Врио руководителя Федеральной Службы 
по надзору в сфере здравоохранения^ / / I М.А. Мурашко 

0010176 









 

 

Unit type Rockers, shakers, rotators, vortexes 

Models MR-1, MR-12;  

3D, Multi Bio 3D, PSU-10i, PSU-20i, MPS-1, PSU-2T;  

Bio RS-24, Multi Bio RS-24, Multi RS-60;  

V-1 plus, V-32, MSV-3500 

Serial number 14 digits styled XXXXXXYYMMZZZZ, where XXXXXX is model code,  

YY and MM – year and month of production, ZZZZ – unit number. 

Manufacturer SIA BIOSAN 

Latvia, LV-1067, Riga, Ratsupites str. 7/2 

The objects of the declaration described above is in conformity with the following 

relevant Union harmonization legislations: 

LVD 2014/35/EU 

LVS EN 61010-1:2011 Safety requirements for electrical 

equipment for measurement, control, and laboratory use.  

General requirements. 

LVS EN 61010-2-051:2015 Particular requirements for laboratory 

equipment for mixing and stirring. 

EMC 2014/30/EU 

LVS EN 61326-1:2013 Electrical equipment for measurement, 

control and laboratory use. EMC requirements.  

General requirements. 

RoHS3 2015/863/EU 
Directive on the restriction of the use of certain hazardous 

substances in electrical and electronic equipment. 

WEEE 2012/19/EU Directive on waste electrical and electronic equipment. 

I declare that the Declaration of Conformity is issued under sole responsibility of the 
manufacturer and belongs to the above-mentioned objects of the declaration. 

Svetlana Bankovska 
Managing director __________________ 

Signature 

 __________________ 
Date 

 



 

 

Unit type Minicentrifuges-vortexes 

Models FV-2400, FVL-2400N, MSC-3000, MSC-6000, CVP-2 

Serial number 14 digits styled XXXXXXYYMMZZZZ, where XXXXXX is model code,  

YY and MM – year and month of production, ZZZZ – unit number. 

Manufacturer SIA BIOSAN 

Latvia, LV-1067, Riga, Ratsupites str. 7/2 

The objects of the declaration described above is in conformity with the following 

relevant Union harmonization legislations: 

LVD 2014/35/EU 

LVS EN 61010-1:2011 Safety requirements for electrical 

equipment for measurement, control, and laboratory use.  

General requirements. 

LVS EN 61010-2-020:2016 Particular requirements for laboratory 

centrifuges. 

EMC 2014/30/EU 

LVS EN 61326-1:2013 Electrical equipment for measurement, 

control and laboratory use. EMC requirements.  

General requirements. 

RoHS3 2015/863/EU 
Directive on the restriction of the use of certain hazardous 

substances in electrical and electronic equipment. 

WEEE 2012/19/EU Directive on waste electrical and electronic equipment. 

I declare that the Declaration of Conformity is issued under sole responsibility of the 
manufacturer and belongs to the above-mentioned objects of the declaration. 

Svetlana Bankovska 
Managing director __________________ 

Signature 

 __________________ 
Date 

 























Place and date: For the issuing office:
Espoo, 18 June 2021 DNV - Business Assurance

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Management Representative

 

Lack of fulfilment of conditions as set out in the Certification Agreement may render this Certificate invalid.

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

MANAGEMENT SYSTEM

CERTIFICATE  

Certificate no.:
59878-2009-AQ-MCW-FINAS

Initial certification date:
20 December 2000

Valid:
01 September 2021 – 31 August 2024

This is to certify that the management system of

THERMO FISHER SCIENTIFIC
Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

has been found to conform to the Quality Management System standard:

ISO 9001:2015

This certificate is valid for the following scope:

MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL DIAGNOSTIC
PLASTICS.

http://www.dnvgl.fi/assurance


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

Keilaranta 1, 02150 Espoo, Finland

Kimmo Haarala
Представитель руководства

 

Невыполнение условий Договора на сертификацию делает данный Сертификат недействительным.

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

MANAGEMENT SYSTEM

CERTIFICATE  

Сертификат №:
59878-2009-AQ-MCW-FINAS

Дата начальной сертификации:
20 декабря 2000

Действителен:
01 сентября 2021 – 31 августа 2024

Настоящим удостоверяется, что система менеджмента организации:

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

была признана соответствующей стандарту:

ISO 9001:2015

Настоящий сертификат действителен для следующей области:

ПРОИЗВОДСТВО ДОЗАТОРОВ ПИПЕТОЧНЫХ И СПЕЦИАЛЬНОГО
ДИАГНОСТИЧЕСКОГО ПЛАСТИКА.

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

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

 

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




Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that: Thermo Fisher Scientific Baltics UAB
V. A.Graiciuno 8
Vilnius
LT-02241
Lithuania

Holds Certificate No: FM 642793
and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, development, manufacturing and sales of life science research products, including
proteins, nucleic acids, nucleotides, antibodies, bio-sample preparation, cell separation
reagents and associated kits, liquid chromatography (LC) silica, columns and supply of
accessories for research or further manufacturing of therapeutics or in vitro diagnostics.

For and on behalf of BSI:
Andrew Launn, EMEA Systems Certification Director

Original Registration Date: 2016-03-25 Effective Date: 2021-05-23
Latest Revision Date: 2021-11-17 Expiry Date: 2024-05-22

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.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+642793&ReIssueDate=17%2f11%2f2021&Template=cemea_en


Thermo Fisher Scientific Baltics
V. A.Graiciuno 8
Vilnius
LT-02241
Lithuania

Design, development, manufacturing and sales of life science
research products, including proteins, nucleic acids,
nucleotides, antibodies, bio-sample preparation, cell
separation reagents and associated kits, liquid
chromatography (LC) silica, columns and supply of
accessories for research or further manufacturing of
therapeutics or in vitro diagnostics.

Thermo Fisher Scientific Baltics
Molėtų pl. 5
Vilnius LT-08409
Lithuania

Manufacturing of nucleotides for research, in vitro diagnostics
and further manufacturing.

Certificate No: FM 642793

Location Registered Activities

Original Registration Date: 2016-03-25 Effective Date: 2021-05-23
Latest Revision Date: 2021-11-17 Expiry Date: 2024-05-22

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.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+642793&ReIssueDate=17%2f11%2f2021&Template=cemea_en


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

This is to certify that: Thermo Fisher Scientific Baltics
V.A.Graiciuno 8
Vilnius
LT-02241
Lithuania

Holds Certificate Number: MD 642790
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, development, and manufacturing of reagents, proteins, nucleic acids, nucleotides,
antibodies, associated kits, and materials intended for ex-vivo separation of human cells for in
vitro diagnostics, for further manufacturing and applied market applications, including
processes under aseptic condition.

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

Original Registration Date: 2016-02-15 Effective Date: 2021-05-23
Latest Revision Date: 2021-11-17 Expiry Date: 2024-05-22

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+642790&ReIssueDate=17%2f11%2f2021&Template=uk


Thermo Fisher Scientific Baltics
V. A.Graiciuno 8
Vilnius
LT-02241
Lithuania

Design, development, and manufacturing of reagents,
proteins, nucleic acids, nucleotides, antibodies, associated
kits, and materials intended for ex-vivo separation of human
cells for in vitro diagnostics, for further manufacturing and
applied market applications, including processes under
aseptic condition.

Thermo Fisher Scientific Baltics
Molėtų pl. 5
Vilnius LT-08409
Lithuania

Manufacturing of nucleotides for in vitro diagnostics and
further manufacturing.

Certificate No: MD 642790

Location Registered Activities

Original Registration Date: 2016-02-15 Effective Date: 2021-05-23
Latest Revision Date: 2021-11-17 Expiry Date: 2024-05-22

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+642790&ReIssueDate=17%2f11%2f2021&Template=uk
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