DRUG REGULATORY AUTHORITY

SERVICE: APPLICATION FOR POST REGISTRATION CHANGES OF MEDICINAL
PRODUCTS

SERVICE ACCESS POINTS:

e Registration Division,Drug Regulatory Authority

Royal Government of Bhutan
Thimphu, Bhutan

Phone: +975-2-337074/337075
Fax: +975-2-335803

Website: http://www.dra.gov.bt

PROCEDURES TO AVAIL THE SERVICES
1. Download the application form fromhttp://dra.gov.bt/wp-content/uploads/2015/07/7.pdf

2. Documents required:
e Refer Guideline for Registration of Medicinal Products available in this link

http://dra.gov.bt/?page_id=132for specific guidance.

3. Collect the approved change from Dispatch Section, DRA.

TURN AROUND TIME:
e 14 working days

FEES & PAYMENT PROCEDURE:

Nil (Free of cost as of now)

CONTACT/FOCAL PERSON:

Jigme Thinley
Registration Division
registration@dra.gov.bt

LOCATION/ADDRESS OF THE OFFICE:

Drug Regulatory Authority

Royal Government of Bhutan

Faculty of Traditional Medicines Building,
Kawajansa, Thimphu

Phone: +975-2-337074/337075

Fax: +975-2-335803
Website:http:/www.dra.gov.bt

Last updated on April 14, 2020
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DRUG REGULATORY AUTHORITY

SERVICE: IMPORT AUTHORIZATION FOR MEDICINAL PRODUCTS

SERVICE ACCESS POINTS:

o Access online from https://www.citizenservices.gov.bt/dra-services OR visit
e Registration Division, Drug Regulatory Authority

Royal Government of Bhutan
Thimphu, Bhutan

Phone: +975-2-337074/337075
Fax: +975-2-335803

Website: http://www.dra.gov.bt

PROCEDURES TO AVAIL THE SERVICES

1. Visithttps://www.citizenservices.gov.bt/dra-services
OR download the import application form from this link http://dra.gov.bt/?page _id=188

2. Apply to Registration Division, DRA
3. Collect the import authorization from Dispatch Section, DRA

TURN AROUND TIME:
e 7 Working Days

FEES & PAYMENT PROCEDURE:
Nil (Free of cost)

CONTACT/FOCAL PERSON:
Wangmo/Kinley PenjorTshomo
Registration Division
registration@dra.gov.bt

LOCATION/ADDRESS OF THE OFFICE:

Drug Regulatory Authority

Royal Government of Bhutan

Faculty of Traditional Medicines Building,
Kawajansa, Thimphu

Phone: +975-2-337074/337075

Fax: +975-2-335803

Website: http:/www.dra.gov.bt
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DRUG REGULATORY AUTHORITY

SERVICE: REGISTRATION OF MEDICINAL PRODUCTS

SERVICE ACCESS POINTS:

e Access online from https://www.citizenservices.gov.bt/dra-services OR visit
e Registration Division, Drug Regulatory Authority

Royal Government of Bhutan
Thimphu, Bhutan

Phone: +975-2-337074/337075
Fax: +975-2-335803

Website: http://www.dra.gov.bt

PROCEDURES TO AVAIL THE SERVICES
1. Download relevant application form from this link http://dra.gov.bt/?page id=188

2. Documents required:
e Compile the dossier according to the guideline for registration of medicinal
products, available on this link http://dra.gov.bt/?page id=132
3. Submit the complete application form to Registration Division, DRA.
4. Check with Registration Division within 30 working days for update on status of your
application.
5. If your application is processed, you will be notified by email.
6. Collect Registration Certificate from Registration Division
7. Validity of registration Certificate: 3 years

TURN AROUND TIME:
30 working days

FEES & PAYMENT PROCEDURE:

1. Application fee: Nu.500/- per product as for registration
2. Pay to the Accounts division, DRA after seeking remarks on the application form.

CONTACT/FOCAL PERSON:
Jigme Thinley

Registration Division
registration(@dra.gov.bt

LOCATION/ADDRESS OF THE OFFICE:

Drug Regulatory Authority

Royal Government of Bhutan

Faculty of Traditional Medicines Building,
Kawajansa, Thimphu

Phone: +975-2-337074/337075

Fax: +975-2-335803

Website: http://www.dra.gov.bt
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