
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. 234 din 06.11.2023 

 

“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 IIa: 

 

1. SISTEM ULTRASONOGRAFIC PENTRU DIAGNOSTIC, denumire comercială – Ultrasound 

Diagnostic System, model – ULTIMUS 9E, producător - VINNO TECHNOLOGY (SUZHOU) CO., 

LTD., țara de origine - China; 

 

      Se anexează următoarele acte: 

1. Certificat CE no. 6104728CE01 din 20.04.2023, valabil – 01.04.2028; 

2. Certificat ISO 13485:2016 No. 6104727, valabil 01.07.2021 – 01.07.2024; 

3. Declaratie de conformitate VINNO TECHNOLOGY 

4. Declaraţie pe proprie răspundere. 

 

   Data:  06.11.2023                                                      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 ULTRASONOGRAFIC PENTRU DIAGNOSTIC, denumire comercială – Ultrasound 

Diagnostic System, model – ULTIMUS 9E, producător - VINNO TECHNOLOGY (SUZHOU) CO., LTD., 

țara de origine - China; 

 

Sunt autentice și corespund realității. 

 

Numele, prenumele şi funcţia                                                                                     Semnătura  

Lungu Ion, Administrator 

+37379627404, +37369423432                                                                                          Data 06.11.2023 

mailto:srl.hms.moldova@gmail.com


Number: 6104728CE01 

 

EU Quality Assurance Certificate 
Conformity Assessment Regulation 2017/745 on Medical devices, Annex XI Part A 

 

 

 

DEKRA Certification B.V.  

  

B.T.M. Holtus 

  

J.M.A. McKenzie  
Managing Director Principal Certification Manager 
 

 

 

 

First Issued: 20 April 2023      Date: 20 April 2023     Expiry date: 1 April 2028 

 
© Integral publication of this certificate and adjoining reports is allowed 

 
DEKRA Certification B.V. is Notified Body with ID no 0344 
 
DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands 

T +31 88 96 83000  www.dekra.nl  Company registration 09085396 
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Manufacturer: 

VINNO Technology (Suzhou) Co., Ltd.  
5F, Building A, 4F Building C, No. 27, Xinfa Road  

Suzhou Industrial Park 

215123  Suzhou, Jiangsu 

China 

SRN ID.: CN-MF-000003949  

 

 

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the CE 

Marking of Conformity on the products concerned conforming to the required Technical Documentation and meeting 

the provisions of the EU- Regulation which apply to them: 
 

0344 
 

Supplement to certificate: 6104727CN 
 

Authorized Representative: Umedwings Netherlands B.V. 

Treubstraat 1, 2288EG, Rijswijk, the Netherlands   

 

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant requirements of EU Regulation 

2017/745, including all subsequent amendments for the above mentioned conformity assessment. The manufacturer/ 

authorized representative is subject to periodic surveillance as required for the applicable conformity assessment in 

accordance to Regulation 2017/745.  

 

  



Number: 6104728CE01 

 

EU Quality Assurance Certificate 
Conformity Assessment Regulation 2017/745 on Medical devices, Annex XI Part A 

 
 

 

First Issued: 20 April 2023   Date: 20 April 2023    Expiry date: 1 April 2028 
 

  
  

© Integral publication of this certificate and adjoining reports is allowed 

 
DEKRA Certification B.V. is Notified Body with ID no 0344 
 
DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands 

T +31 88 96 83000  www.dekra.nl  Company registration 09085396 
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This certificate covers the following device(s) / groups of device(s):  

 

Active non-implantable imaging devices utilizing non-ionizing radiation (MDA0202, IIa) 

 

Device Name: Ultrasound Diagnostic Systems  

 

 

Conditions for or limitations to the validity of this certificate:  

 N/A 

 

 

Certificate History 

 

Identification of the Common Specifications and Harmonized Standards complied with are documented within the technical 

documentation and audit assessments carried out. These are traceable through the DEKRA Certification B.V. Certification Notice. 

The Certification Notice also identifies the necessary information related to the quality management system of the manufacturer, 

including facilities.  

 

Revision  Date of Issue certificate Certification Notice 

Reference 

Action   

0 20 April 2023 6104727CN02 first issue 

 









 

DEKRA Certification B.V. 

  

B.T.M. Holtus  

  

J.A. van Vugt  
Managing Director Certification Manager 
 
 
© Integral publication of this certificate and adjoining reports is allowed 

 

  
   

 

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem  P.O. Box 5185, 6802 ED  Arnhem, The Netherlands 

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396 
 

 

CERTIFICATE 
 
Number: 6104727    

 
The management system of: 
 

VINNO Technology (Suzhou) Co., Ltd. 
5F, Building A, 4F Building C, No. 27, Xinfa Road  
Suzhou Industrial Park 
215123  Suzhou, Jiangsu 
China  
 
 
including the implementation meets the requirements of the standard: 
 

EN ISO 13485:2016 
 
 
Scope: 
Manufacture and Distribution of Ultrasound Diagnostic Systems 
 
Certificate expiry date: 1 July 2024 
Certificate effective date: 1 July 2021 
Certified since: 1 July 2021 

 



Date: 6 November 2023

LETTER OF AUTHORIZATION

To Whom it May Concern,

We, VINNO Technology (Suzhou) Co., Ltd., who are official manufacturer of color

Doppler ultrasound system, having headquarters at 5F Building A, No.27 Xinfa Road,

Suzhou Industrial Park, 215123, P.R.China, assign - company HEALTH MEDICAL

SOLUTIONS S.R.L., based at Moldova Republic of, Chisinau, MD-2019, 128, Grenoble str.,

OF.011

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

conditions of Directive Regulation (EU) n. 2017/745.

• 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 31.12.2024.

Signature and stamp
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