
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. 184 din 30.06.2023 

 

“Health Medical Solutions” SRL, cu sediul Republica Moldova, MD-2019, mun. Chișinău, str. 

Grenoble 128, of. 011, E-mail: info@hms.md, srl.hms.moldova@gmail.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 dispozitivelor clasa de risc IIB, Anexa II: 

 

1. Sistem radiografic digital (cu bucky vertical), denumire comercială - WDM, model – WDM 

New Oriental 1000ND, producător- Beijing Wandong Medical Technology Co., Ltd, țara de origine 

- China; 

 

      Se anexează următoarele acte: 

1. Împuternicirea de a reprezenta Beijing Wandong Medical Technology Co., Ltd., China din 

29.06.2023; 

2. Certificat CE No.G1043895 0011 din 12.01.2021 (valabil pînă la 19.12.2023);  

3. Declarația de conformitate Beijing Wandong Medical Technology Co., Ltd., din 12.01.2021; 

4. Certificat ISO 13485:2016 No.Q5 043895 0012 din 03.03.2022 (valabil pînă la 13.12.2024); 

5. Declaraţie pe proprie răspundere. 

 

   Data 30.06.2023                                                      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  
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Anexa nr. 2 

La Procedurile administrative pentru  notificarea 

  dispozitivelor medicale care dețin marcajul CE 

Către Agenția Medicamentului și Dispozitive Medicale 

 

DECLARAŢIE PE PROPRIE RĂSPUNDERE 

 

“Health Medical Solutions” SRL, cu sediul Republica Moldova, MD-2019, mun. Chișinău, str. 

Grenoble 128, of. 011 E-mail: info@hms.md, srl.hms.moldova@gmail.com, declar pe proprie răspundere, 

cunoscând prevederile art. 352
1
, Codul Penal al Republicii Moldova cu privire la falsul în declaraţii, că 

documentele și datele furnizate pentru notificarea  dispozitivului medical: 
 

1. Sistem radiografic digital (cu bucky vertical), denumire comercială - WDM, model – WDM 

New Oriental 1000ND, producător- Beijing Wandong Medical Technology Co., Ltd, țara de origine - 

China; 

 

 

Sunt autentice și corespund realității. 

 

Numele, prenumele şi funcţia                                                                                     Semnătura ___________ 

Lungu Ion, Administrator 

+37379627404, +37369423432                                                                                          Data 30.06.2023 

mailto:srl.hms.moldova@gmail.com
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Beijing Wandong Medical Technology Co., Ltd.    
Address: Building 3, No.9, Jiuxianqiaodong Road, Chaoyang District, 100015, Beijing, P.R.China  
Tel: +86 10 8457 5792/3/5 | Fax: +86 10 8457 5794  
Email: international@wandong.com.cn | Web: www.wandong.com.cn                                                                         

Precision & Vision 
 

Date: June 29, 2023 

LETTER OF AUTHORIZATION 

 

To Whom it May Concern, 

 

We, Beijing Wandong Medical Technology Co., Ltd., who are official manufacturer 

of Medical X-ray Systems, having headquarters at Building 3, No. 9, Jiuxianqiaodong 

Road, Chaoyang District, Beijing, 100015, China, assign - company HEALTH 

MEDICAL SOLUTIONS S.R.L., based at Republic of Moldova, Chișinău, MD-2019, 

128, Grenoble str., OF.011. 

• as authorized representative in the Republic of Moldova in correspondence with 

the conditions of Directive 93/42/EEC. 

• We declare that the company mentioned above is authorized to register, notify, 

renew or modify the registration of medical devices on the in territory of 

Republic of Moldova, and to perform Essential Duties required by Law No. 102 

on 09.06.2017 regarding Medical Devices. 

     This Authorization letter is valid until June 28, 2024. 

 

 

Signed:  

BEIJING WANDONG MEDICAL TECHNOLOGY CO., LTD. 

 

 

 

http://www.wandong.com.cn/


EC Certificate
Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class IIa, IIb or III)
No. G1 043895 0011 Rev. 02
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TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123

TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Beijing Wandong Medical
Technology Co., Ltd.
Building 3, No.9, Jiuxianqiaodong Road
Chaoyang District
100015 Beijing
PEOPLE'S REPUBLIC OF CHINA

Product Category(ies): Interventional Angiography System, Digital Radiography and 
Fluoroscopy System, Mobile Digital Radiography X-ray 
System and Medical X-ray Radiographic System.

The Certification Body of TÜV SÜD Product Service GmbH declares that the aforementioned 
manufacturer has implemented a quality assurance system for design, manufacture and final 
inspection of the respective devices / device categories in accordance with MDD Annex II. 
This quality assurance system conforms to the requirements of this Directive and is subject to 
periodical surveillance. For marketing of class III devices an additional Annex II (4) certificate is 
mandatory. All applicable requirements of the testing and certification regulation of TÜV SÜD Group 
have to be complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:G1 
043895 0011 Rev. 02  

Report No.: BJ20012302

Valid from: 2021-01-12
Valid until: 2023-12-19

Date, 2021-01-12

Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:G1%20043895%200011%20Rev.%2002
http://www.tuvsud.com/ps-cert?q=cert:G1%20043895%200011%20Rev.%2002


Certificate
No. Q5 043895 0012 Rev. 00
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TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Beijing Wandong Medical
Technology Co., Ltd.
Building 3, No.9, Jiuxianqiaodong Road
Chaoyang District
100015 Beijing
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Beijing Wandong Medical Technology Co., Ltd.
Building 3, No.9, Jiuxianqiaodong Road, Chaoyang District, 
100015 Beijing, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate 

Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution, 

Installation and Service of Interventional Angiography 
System, Digital Radiography and Fluoroscopy System, 
Mobile Digital Radiography X-ray System and Medical 
X-ray Radiographic System.

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 043895 0012 Rev. 00  

Report No.: BJ21012302

Valid from: 2022-03-03
Valid until: 2024-12-13

Date, 2022-03-03 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20043895%200012%20Rev.%2000%C2%A0
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