
Notification 

Title: 

Technical Regulation on Medical Devices 

Description: 

This Draft Law establishes the procedure of the registration of medical devices, 
selection of applicants, application procedures for registration, distribution, medical 
devices inspection, and administrative measures. 

Objective: 

The objective of the additions and amendments is related to the improvement of the 
regulatory procedures which lead to the increase of quality and standards of medical 
devices produced, imported or traded in the Republic of Albania, improvement of 
distribution, transportation and storage procedures by increasing the efficiency of 
medical devices. 

Document Type: 
Technical Regulation 
 

Details 

Notifying Party: 
Albania 
 
Submission Date: 
24-06-2019 
 
Number Of Pages: 
6 
 
Proposed date Of Adoption: 
14-10-2019 
Proposed date of entry into force: 
18-11-2019 
 
Final Comment Date: 23-08-2019 



 
Enquiry Point: 

Name: General Directorate of Standardisation (DPS) ; E-mail: info@dps.gov.al; 

Document Language: 
Albanian 
 

Related Hs Codes 

9018 - Instruments and appliances used in medical, surgical, dental or veterinary 
sciences, including scintigraphic apparatus, other electro-medical apparatus and 
sight-testing instruments.; 

Downloadable Documents 

- Technical Regulation on Medical Devices. pdf ; 

Listed Relevant Documents 

N/A 

Comments allowed until 23-08-2019 

http://transparency.cefta.int/documents/TechnicalRegulations/1700.pdf

