
Aqreement 

Name: Guangzhou Wondfo Biotech Co., Ltd. 

Address: Guangzhou Wondfo Biotech Co., Ltd., legal address: No. 8 Lizhishan Road, 

Science City, Huangpu District, Guangdong, P.R. China, hereinafter referred to as 

Company A, 

(hereinafter referred as company A) 

And 

Name: ProfilabDiagnostic SRL 

Address: 6, str. Dokuceaev, of.61, Chisinau, mun. Chisinau, the Republic of Moldova 

(hereinafter referred as company B) 

Have agreed as follow, regarding the safe handling of the medical devices (he「eina代er 

called "Products") manufactured and supplied by Company A to Company B in order to 

comply with the requirements of the Government Decision no.418 of OS June 2014 

concerning Medical Devices (GDMD) and the "Guidelines on a Medical Devices Vigilanc 

System". 

APPOINTMENT "- ..-

叫
Company A hereby appoints Company B upon the terms and conditions herein contained to 

be official representative for the products manufactured by Company A. 

And whereas Company B expresses their desire to into an agreement with Company A upon 

the terms and conditions set forth in this Agreement. 

RESPONSIBILITIES OF BOTH PARTIES - GENERAL INFORMATION 

Company B is authorized to perform registration, renewal, variation of the registration. 

Company A shall provide to company B for the registration of medical devices the following 

information: 

a) Declaration of conformity,

b) Copy of the label, packaging and instructions for use (in all languages requested

by the countries where the device is marketed),
c) Notified Body certificates (where relevant),

d) Post market surveillance process and data, vigilance reports and complaints,

processes and data,

e) Technical documentation relevant to market surveillance investigation being

undertaken by the Medicines and Medical Devices Agency (Agency),

f) Relevant clinical data/notification,

g) Details of any distributors/supplie「s putting the Republic of Moldova marked

devices on the market,

h) Incident reports and reports on corrective actions taken.










