
SERVICE NAME / REGISTRATION OF A MEDICAL DEVICE

SERVICE DESCRIPTION
This service enables clients to submit their applications to register medical devices for importation and circulation 
within the UAE.

SERVICE CHANNELS
Website

MOHAP

CONDITIONS AND REQUIREMENTS

REQUIRED DOCUMENTS

SERVICE STEPS
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Completed online application form

Copy of the valid manufacturer’s registration certificate

Free sale certificate/registration from the competent authorities in the country of origin authenticated by the 
UAE embassy

Copy of the product authorization between the company and the agent

Certificate of conformity/quality of marketing permit, such as: EC, 510 (K), PMA as per the classification of 
medical devices, Class I, II, III, IV

Post-marketing monitoring requirements

Copies of product registration certificates from other countries

Product data, including description, composition, types, sizes, models, accessories, uses, side effects, 
prohibitions, warnings, precautions, instructions for use, packaging pictures, pamphlets and manuals

Laboratory requirements and analysis, and pricing of certain medical devices

Three samples (per device), certificate of analysis (per device), outer and inner packaging and leaflets

Acknowledgment of the company to conform to the specifications of the Medical Devices Manual 
(EC Declaration of Conformity)

Safety and efficacy data (for products in Class III and IV)

Special requirements: Certificate of Conformity for devices manufactured with animal derivatives

CONDITIONS AND
REQUIREMENTS

Companies that have the 
right to manufacture and 
market products must be 
registered by MOHAP 
before their products can 
be registered

The applicant must be a 
medical warehouse 
licensed by MOHAP and 
holding a valid license

SERVICE LOCATIONS
Website

SERVICE FEES

01

02

Application: AED100

Registration of a medical device: AED5,000

Register in the e-services, create a 
user name and password (if not 
alread registered) and access the 
electronic system

Apply for products' registration 
renewal after meeting all required 
conditions and fees

Customer must follow up with the 
Drug Analysis Department in the 
Pharmaceutical Department

The renewal file will be discussed 
and customer will be informed of 
the requirements 

Relevant technical and ministerial committees 
will re-discuss the registration of products that 
were previously referred to them once the 
customer has completed the requirements

Customer must complete and 
submit the requirements as per 
the predefined appointment

Certificates of registration of products that have 
been approved for registration, after meeting all the 
conditions and requirements, will be issued, and 
will be valid for five years from the date of review
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Pharmaceutical certificates (for 
locally made pharmaceutical 
products) will be valid for one year 
from the date of issue
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0606
0505

0707
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DEPARTMENT NAME
Drug Department

SECTOR NAME
Public Health and Licensing Sector


