






 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 

 

 

 

 

Lista fondatorilor Biosistem-mld SRL 
 

 

 

 

Nr. Nume, Prenume IDNP 

1. Vitalie Poiata 0983103892591 

2. Alexandr Nasedchin 2002001070747 

3. Dmitrii Kojevnikov 0972305012362 

 
 

 



 
Cod Fiscal: 1010600028048; IBAN: MD95ML000000002251429243;  

     Banca: BC "Moldindconbank" S.A. fil. Invest; Codul bancii: MOLDMD2X329;  
Adresa poştală a băncii: mun. Chişinău, bd. Moscovei, 14/1; 

 

adresa: str. Albișoara 16/1 of.7, MD-2001 Chișinău, Republica Moldova 
tel.+373-22-808517, +373-22-808719, fax +373-22-808519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 
 

 

 

Scrisoare de informare 

 

 

Prin prezenta, SRL „Biosistem mld”, va informeaza ca conform “legii Nr. 160 din 22-07-2011 

privind reglementarea prin autorizare a activităţii de întreprinzător”, cu modificarile ulterior adoptate 

de parlamentul RM, Importul, comercializarea, asistenţa tehnică si reparaţia dispozitivelor medicale nu 

mai este activitate licentiata. Respectiv nu mai sunt eliberate licente pentru acest gen de activitate, iar 

licentele cu termenul de valabilitate expirat nu mai sunt prelungite. 

 

 

                           _______________Vitalie Poiata 

       L.Ş. 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 6696  
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    No.  Location  Scope 
  H 
/01 BIOSYSTEMS S.A. 

Costa Brava 30                                                                  
08030 Barcelona                                                                 
Spain 

Design, development, manufacture, 
distribution, installation and service of 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                   
- Veterinary diagnostics. 

/02 BIOSYSTEMS, S.A. 
Pol. Ind. Can Tapiolas                 
Naves 12, 13, 21 y 22                                         
08110 Montcada i Reixac (Barcelona)                                             
Spain 

Reagent labelling and assembly.        
Storage of raw materials for instruments, 
instruments and reagents for:                     
- Clinical diagnostics.                                    
- Agri-food analysis.                                    
- Veterinary diagnostics.                    
Dispatched of stored product. 

 

 2022-12-15    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 



        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 6696 

 

 Certificate Holder: 
 

 BIOSYSTEMS S.A.  
 

 Costa Brava 30 
08030 Barcelona 
Spain  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, manufacture, distribution, installation and 

service of instruments and reagents for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Reagent labelling and assembly. 

Storage of raw materials for instruments, instruments and reagents 

for: 

- Clinical diagnostics. 

- Agri-food analysis. 

- Veterinary diagnostics. 

Dispatched of stored product. 

 
   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2022-12-19 until 2025-12-18. 

 First certification 1996 

  

  

 2022-12-15   
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Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

No J - 2670/4/2020

This is to certify that:

TÜRKLAB Tibbi Mal. San. Tic. A.Ş.
ITOB 10017 Sokak No: 2,

Tekeli - Menderes İzmir / Turkey
and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 9001:2015
in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping

(gel cards and red blood cells reagents) and ECG electrodes
The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board
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Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTIONWITH THE CERTIFICATE

No J - 2670/4/2020
This is to certify that the following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes İzmir / Turkey

in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),

professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board











Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

No M - 56/4/2020

This is to certify that:

TÜRKLAB Tibbi Mal. San. Tic. A.Ş
ITOB 10017 Sokak No: 2,

Tekeli - Menderes İzmir / Turkey
and

Location
listed in Annex to the certificate

is in conformance with

EN ISO 13485:2016
in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

rapid tests intended for self-testing and for professional use,
reagents and reagent products for blood grouping

(gel cards and red blood cellsreagents) and ECG electrodes
The audit carried out by the Polish Centre of Testing and Certification has affored evidence of the above

This Certificate shall remain valid provided that above standard are respected by the Organization.

This certificate is valid:

from 22.12.2020 to 21.12.2023

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board
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Polish Centre for Testing and Cerification 469 Puławska Street, 02-844 Warsaw, Poland, phone +48 22 46 45 200, e-mail: pcbc@pcbc.gov.pl

ANNEX TO THE CERTIFICATE

VALID ONLY IN CONNECTIONWITH THE CERTIFICATE

No M - 56/4/2020
This is to certify that the following Location:

Factory 2: ITOB 10031 Sokak No: 15,
Tekeli - Menderes İzmir / Turkey

in the following scope of activities:

design, development, manufacturing, final control
and distribution of in vitro medical devices:

reagents and reagent products for blood grouping
(gel cards and red blood cells reagents),

professional use IVD tests and ECG electrodes

meets the requirements of the standard listed on the certificate

Issued under the Contract No. 2897/JM/4/2020

Date of certification decision: 14.10.2020
Certificate bears a qualified signature.
Warsaw, 15.10.2020

Member of the Board
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 证书附件  

 

  
 

 标准 
 ISO 9001:2015  

 

 证书登记ਭ码  01 100 1832306  
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 ਭ码  场地  认证范围 

  H 
/01 (分证书) 迪瑞ॱ疗科技股份有限

公ਮ 
统一社会信用代码：
91220101605902656F 
注册地址：中华人民共和国 
吉林省长春市高新技术产业开发

॰云河街 95ਭ                               
邮编：130012 
经营地址：同上述地址 
 

体外诊断ॱ疗器械的设计开发、生产和销售 

/02 (分证书) 迪瑞ॱ疗科技股份有限
公ਮ 
统一社会信用代码：
91220101605902656F 
注册地址：中华人民共和国吉林

省长春市高新技术产业开发॰        
云河街 95ਭ                                  
邮编：130012 
经营地址：中华人民共和国吉林

省长春市高新技术产业开发॰ 
宜居路 3333ਭ                              
邮编：130103 
 
 
 

体外诊断ॱ疗器械的设计开发、生产和销售 

 

 2021-04-19    

 

            TÜV Rheinland Cert GmbH 
Am Grauen Stein · 51105 Köln 

 
 

 

 

 



        
 
 

 

 

 

 
 

  

 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记ਭ码  01 100 1832306 

 

 证书持有者： 
 

 迪瑞ॱ疗科技股份有限公ਮ  
统一社会信用代码：91220101605902656F 
 

 注册地址：中华人民共和国ਿ林省长春市 
高新技术产业开发॰云河街 95ਭ 
邮编：130012 
经营地址：同上述地址  
 
 所包括场地已列于证书附件上 
  

 

 认证范围：  体外诊断ॱ疗器械的设计开发Ƚ生产和销售 
 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求Ⱦ 
 
 

 

 有效期：  证书有效期从 2021-05-03 至 2024-05-02Ⱦ 
此证书须经过符ਾ要求的监督审核保持有效Ⱦ 
 初次发证始于 2018 年 
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19   

 

  

  TÜV Rheinland Cert GmbH  
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 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记ਭ码  01 100 1832306/01 

 

 主证持有者： 

 

 

 

 迪瑞ॱ疗科技股份有限公ਮ 
 中华人民共和国ਿ林省长春市高新技术产业开发॰云河街 95ਭ  
邮编：130012 
 

 场地： (分证书) 迪瑞ॱ疗科技股份有限公ਮ 
统一社会信用代码：91220101605902656F 
注册地址：中华人民共和国ਿ林省长春市 
高新技术产业开发॰云河街 95ਭ                                                      
邮编：130012 
经营地址：同上述地址 
 
 
 
 
 

 

 认证范围：  体外诊断ॱ疗器械的设计开发Ƚ生产和销售 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求Ⱦ  

 

 有效期：  证书连同主证书 01 100 1832306 一起有效期从 2021-05-03 至 
2024-05-02Ⱦ 
此证书须经过符ਾ要求的监督审核保持有效Ⱦ 
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19 

 

 
 TÜV Rheinland Cert GmbH 
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 认证证书 
 

 
 

 标准 
 ISO 9001:2015 

 

 证书登记ਭ码  01 100 1832306/02 

 

 主证持有者： 

 

 

 

 迪瑞ॱ疗科技股份有限公ਮ 
 中华人民共和国ਿ林省长春市高新技术产业开发॰云河街 95ਭ  
邮编：130012 
 

 场地： (分证书) 迪瑞ॱ疗科技股份有限公ਮ 
统一社会信用代码：91220101605902656F 
注册地址：中华人民共和国ਿ林省长春市 
高新技术产业开发॰云河街 95ਭ                                                      
邮编：130012 
经营地址：中华人民共和国ਿ林省长春市 
高新技术产业开发॰宜居路 3333ਭ                                                  
邮编：130103 
 
 

   

认证范围： 
  

体外诊断ॱ疗器械的设计开发Ƚ生产和销售 

   证明完成了审核并满足了 ISO 9001:2015 标准的要求Ⱦ  

 

 有效期：  证书连同主证书 01 100 1832306 一起有效期从 2021-05-03 至 
2024-05-02Ⱦ 
此证书须经过符ਾ要求的监督审核保持有效Ⱦ 
 本证书信息可在国家认证认可监督管理委员会官方网站上查询 
http://www.cnca.gov.cn 

  

 2021-04-19 
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 Annex to certificate  

 

  
 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1832306  
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    No.  Location  Scope 
  H 
/01 c/o Dirui Industrial Co., Ltd. 

Unified Social Credit Code: 
91220101605902656F 
Registration Address: 
95 Yunhe Street, New & High 
Tech. Development Zone,             
Changchun, 130012 Jilin,              
P. R. China 
Operation Address: same as 
above 

Design and Development, Manufacture and 
Sales of In Vitro Diagnostic Medical Test 
Systems 

/02 c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 
91220101605902656F 
Registration Address: 95 Yunhe 
Street, New & High Tech. 
Development Zone, 
Changchun, 130012 Jilin,              
P. R. China 
Operation Address: 3333 Yiju 
Street, New & High Tech. 
Development Zone, 
Changchun, 130103 Jilin,  
P. R. China                                    
 
 

Design and Development, Manufacture and 
Sales of In Vitro Diagnostic Medical Test 
Systems 

 

 2021-04-19    

 

            TÜV Rheinland Cert GmbH 
Am Grauen Stein · 51105 Köln 

 
 

 

 

 



        
 
 

 

 

 

 
 

  

 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306 

 

 Certificate Holder: 
 

 Dirui Industrial Co., Ltd.  
Unified Social Credit Code: 91220101605902656F 
 

 Registration Address: 95 Yunhe Street,  
New & High Tech. Development Zone,  
Changchun, 130012 Jilin, P. R. China 
Operation Address: same as above  
 
 including the locations according to annex 
  

 

 Scope:  Design and Development, Manufacture and Sales of in Vitro 
Diagnostic Medical Test Systems 
 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met. 
 
 

 

 Validity:  The certificate is valid from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 First certification 2018 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19   
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 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306/01 

 

 Organization: 
 

 

 

 Dirui Industrial Co., Ltd. 
 95 Yunhe Street, New & High Tech. Development Zone, 
Changchun, 130012 Jilin, P.R. China 
 
 
 

 Site:  c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 91220101605902656F 
Registration Address: 95 Yunhe Street, New & High Tech. 
Development Zone, Changchun, 130012 Jilin, P. R. China              
Operation Address: same as above 
 
 
 
 

 

 Scope:  Design and Development, Manufacture and Sales of In Vitro 
Diagnostic Medical Test Systems 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1832306 from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19 
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 Certificate 
 

 
 

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1832306/02 

 

 Organization: 
 

 

 

 Dirui Industrial Co., Ltd. 
 95 Yunhe Street, New & High Tech. Development Zone, 
Changchun, 130012 Jilin, P. R. China 
 
 
 

 Site:  c/o Dirui Industrial Co., Ltd. 
Unified Social Credit Code: 91220101605902656F 
Registration Address: 95 Yunhe Street,  
New & High Tech. Development Zone,  
Changchun, 130012 Jilin, P. R. China                                              
Operation Address: 3333 Yiju Street,  
New & High Tech. Development Zone,  
Changchun, 130103 Jilin, P. R. China                                              
 
 
 
 

 

 Scope:  Design and Development, Manufacture and Sales of In Vitro 
Diagnostic Medical Test Systems 

   Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.  

 

 Validity:  The certificate is valid in conjunction with the main certificate 01 
100 1832306 from 2021-05-03 until 2024-05-02. 
It remains valid subject to satisfactory surveillance audits. 
 This certificate information can be searched on CNCA official 
website http://www.cnca.gov.cn 

  

 2021-04-19 
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