
Anexa nr. 1 
La Procedurile administrative pentru  notificarea 
  dispozitivelor medicale care dețin marcajul CE 

        
Către  Agenţia  Medicamentului  

        şi Dispozitivelor Medicale  
 

NOTIFICARE 
pentru înregistrarea dispozitivelor medicale în Registrul de stat 

al dispozitivelor medicale 
nr. 1 din 19.10.2023 

 
Solicitantul SRL Biosistem mld, cu sediul str. Albișoara 16/1 of.7, or. Chișinău 
                                                                                (adresa) 

Tel./Fax: .+373-22-808517, +373-22-808719, fax +373-22-808519, e-mail 
biosistem.mld@gmail.com; info@biosistem-mld.com, solicit înregistrarea în Registrul de 
stat al dispozitivelor medicale a următoarelor categorii şi tipuri de dispozitive medicale 
pentru introducerea și punerea la dispoziție pe piață a: 
 

- Coopdech Qin Pot 
 
Se anexează următoarele acte: 
Declaraţie pe proprie răspundere 
Declaratie de conformitate  
Scrisoare de imputernicire  

 
Data 19.10.2023                                                Semnătura ___________  
 

Tabelul de recepționare a notificării 
(se completează de către Agenție în momentul depunerii notificării de către solicitant) 
 

Comentarii cu privire la acceptul/refuzul 
recepționării notificării, inclusiv motivul 
refuzului 

 

Data/nr. de ordine atribuit notificării de 
către Agenție (în cazul acceptării 
recepționării) 

 

Numele, prenumele, funcția persoanei 
responsabile de recepționarea dosarului 

 

Semnătura persoanei responsabile  
 

mailto:info@biosistem-mld.com


Anexa nr. 2 
La Procedurile administrative pentru  notificarea 
  dispozitivelor medicale care dețin marcajul CE 

 
 

Către Agenția Medicamentului și Dispozitive Medicale 
 
 

DECLARAŢIE PE PROPRIE RĂSPUNDERE 
 
 
 

 
Solicitant: SRL Biosistem mld,  cu sediul str. Albișoara 16/1 of.7, or. Chișinău, 

declar pe proprie răspundere, cunoscând prevederile art. 3521, Codul Penal al 

Republicii Moldova cu privire la falsul în declaraţii, că documentele și datele furnizate 

pentru notificarea  dispozitivului medical: 

- Coopdech Qin Pot 

Sunt autentice și corespund realității. 

 
 

 
Administrator: Poiata Vitalie                                      Semnătura ___________ 

 
Data 19.10.2023 

 



 

To: Whomever it may concern 

 
 
Biosistem-mld SRL 
Albisoara 16/1 ap.7 
Chisinau, R. Moldova 

 

 

 

05.10.2023 

 

MANUFACTURERS AUTHORIZATION 

 

We, Brandcom Ltd a company with its registered address at Romania,Iasi, Strada Silvestru 

4, etaj 1 , office 1 , authorized distributor (representative) Daiken Medical Ltd Ja[an ., a 

company with its principal place of business located at 2-6-2, Ayumino, Izumi-city, 

Osaka, 594-1157, Japan ,hereby confirm that Biosistem mld SRL with business office at 

Albisoara 16/1 ap.7, Chisinau, Republic of Moldova, is authorized by the company 

Brandcom Ltd , to carry out the registration of products manufactured by Daioken Medical 

Ltd ..in the Ministry of Health of Republic of Moldova. 

 

This authorization is valid for 12 months from the date of issuance and automatically 

renewable if no termination letter issued. 

 

BRANDCOM LTD 

GENERAL; MANAGER  

DR ALEXOAE GABRIEL  

 



Proneerrng the LJture of medical lt""Chnology 

DAIKEN MEDICAL CO., LTD. 

European Union Importer Agreement 
Under Medical Device Regulation (MDR 2017/745) 

This European Union Importer Agreement is made between 

Daiken Medical Co., Ltd., 2-6-2, Ayumino, Izumi-City, Osaka 594-1157, JAPAN, the Legal 
Manufacturer, hereinafter referred to as "DAIKEN", and BRANDCOM ROMANIA, IASI, Strada 
Silvestru , nr 4, etaj 1 , office 1 , the natural or legal person established within the European Union 
( ), hereinafter referred to as "BRANDCOM" who places a device commercialized by 
the DAIKEN on the EU and former CSI markets. Details information of the Legal 
Manufacturer and the Importer is listed in Annex I. 

For the purpose of this agreement a device shall be understood to be a medical device within the 
meaning of Article 2 point 1 or an accessory to a medical device within the meaning of Article 2 point 
2 of the subject regulation. 

1. Responsibilities of DAIKEN:

1.1. 

1.2. 

1.3. 

1.4. 

1.5. 

1.6. 

1.7. 

When placing their devices on the market or putting them into service, OAIKEN shall ensure that 
devices have been designed and manufactured in accordance with the requirements of MOR 
2017/745. 

OAIKEN shall establish, document, implement and maintain a system for risk management as 
described in Section 3 of Annex I of MOR 2017/745. 

OAIKEN shall conduct a clinical evaluation in accordance with the requirements set out in Article 
61 and Annex XIV of MOR 2017/745, including a PMCF. Where applicable, DAIKEN shall 
provide a justification as to why a PMCF is not applicable in accordance with Annex Ill point 1.1 
(b) of MOR 2017/745.

Other than custom-made devices, OAIKEN shall draw up and keep up to date technical 
documentation for devices placed on the market. The technical documentation shall be such as 
to allow the conformity of the device with the requirements of MOR 2017/745 to be assessed. 
The technical documentation shall include the elements set out in Annexes II and Ill of MOR 
2017/745. 

For custom-made devices, OAIKEN shall draw up, keep up to date and keep available for 
competent authority's documentation in accordance with Section 2 of Annex XIII of MOR 
2017/745, where applicable. 

Where compliance with the applicable requirements has been demonstrated following the 
applicable conformity assessment procedure, OAIKEN as a manufacturer of devices, other than 
custom-made or investigational devices, shall draw up an EU declaration of conformity in 
accordance with Article 19 of MOR 2017/745, and affix the CE marking of conformity in 
accordance with Article 20 of MOR 2017/745. 
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DAI KEN shall comply with the obligations relating to the UDI system referred to in A i@!i"H � COJIII� 
MOR 2017/745 and with the registration obligations referred to in Articles 29 and 31 of O �} 
2017/745. 

European Union Importer Agreement Under MOR 2017/745 2017/745 











DAIKEN and shall agree to work jointly to develop a strategy for resolution of quality 

issues. Both parties further agree to record such resolution in writing. 

6. Signatures of Acceptance of the Agreement

Importer's Representative: 

Signature: 

Date: 10/09/2021 

Legal Manufacturer's 
Representative: 
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DAIKEN MEDICAL CO., LTD., 
2-6-2, Ayumino, Izumi-city, Osaka, 594-1157, Japan 

TEL +81-725-51-2134 / FAX +81-725-54-0425 

CE01-K04-015 
 

 
EC DECLARATION OF CONFORMITY 

 

 

Manufacturer:                  DAIKEN MEDICAL CO., LTD. 
                                              2-6-2, Ayumino, Izumi-city, Osaka 594-1157, Japan 
 
European Representative:  Medical Technology Promedt Consulting GmbH 

       Altenhofstrasse 80, D-66386 St. Ingbert, Germany 
 
 

We, DAIKEN MEDICAL CO.LTD, do hereby declare that the medical devices, cited below, 
conform of the requirements of the Medical Devices Directive “93/42/EEC” and Annex 1. 
 
Name:    Coopdech Qin Pot 
Product group: Canisters, Aspirator Collection (10-211) 
Model(s)/Type(s):  CQR10-Y-EU, CQR10-P-EU, CQR10-G-EU, CQR10-B-EU, CQR10-PY-EU, CQR10-

PP-EU, CQR10-PG-EU, CQR10-PB-EU, CQR10-SY-EU, CQR10-SP-EU, CQR10-
SG-EU, CQR10-SB-EU, CQR-Y-EU, CQR-P-EU, CQR-G-EU, CQR-B-EU, CQD10-H-
EU, CQD10-G-EU 

Accessories:           Pipe Connector 
Class:   Class I (Annex IX Rule 1) 
Applied approach: Annex VII of Medical Devices Directive "93/42/EEC" 
 
Products covered：  

Document Number title Number of products 

F-EN03-01-00 (QP) 
Quality Standard (Product Standard) (Model: 
QINPOT & QINPOT LINER) 

Quality Standard 
(Product Standard) 

SHJS-SB-001 Quality Standard (Product Standard) 
Quality Standard 

(Product Standard) 

QQD000-067 COOPDECH Qin Pot Quality records each Lot Number 

 
Lot Number: 
  Main Body: XXXXXX (six digits serial number) 
  Liner: XYYMMDDBZ (X: H (without solidifying agent) or G (with solidifying agent), YY-year,  
      MM-month, DD-day, B-Batch No. if necessary, Z-specification if necessary） 
 
This Declaration of conformity is valid in connection with the released document for the respective 
batch of produced device. 
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