
VARIATION REQUIREMENTS FOR AUTHORIZED 
PHARMACEUTICAL PRODUCT
Changes /Variation  :
1 : In case there is a change in:

· Design

· Brand Name

The applicant should confirm by providing information pertaining to those changes:

Administrative dossier:
· Application form for marketing authorization  
· Copy of Drug Registration License.
· Recent Original and valid certificate of a Pharmaceutical Product 
· Recent Original and valid GMP certificate.
· Summary of Product Characteristic 
      -    Complete update pharmaceutical dossier

      -    Letter attesting the reason of change

      -   Confirmation letter from the manufacturer stating that there is no change in the manufacturing 
           process – control procedure and quality of the product.

      -  Samples 
2 : In case there is a change in:

· Commercial presentation

· Shelf-life (extended or shortened)

The applicant should confirm in providing information pertaining to those changes

Administrative dossier:
· Application form for marketing authorization
· Copy of Drug Registration License

       -     Recent Original and valid certificate of a Pharmaceutical Product 

       -     Recent Original and valid GMP certificate.
       -     Summary of Product Characteristic.       
       -     Complete update pharmaceutical dossier

       -     Letter attesting the reason of change

       -    Confirmation letter from the manufacturer stating that there is no change in the manufacturing
              process – control procedure and quality of the product.

        -    Updated stability study

        -    Samples

3 :In case there is a change in:

· Indications

· Posology

The applicant should confirm in providing information pertaining to those changes

Administrative dossier:
- Application form for marketing authorization 
- Copy of Drug Registration License.

-  Recent Original and valid certificate of a Pharmaceutical Product.

-  Recent Original and valid GMP certificate.

-  Summary of Product Characteristic.
            -  Complete update pharmaceutical dossier

            -  Letter attesting the reason of change

            - Confirmation letter from the manufacturer stating that there is no change in the manufacturing
               process – control procedure and quality of the product.

            - Updated Clinical data

            - Samples

4: In case there is a change in:
· Excipients

· Flavor 
· Color

· Preservatives

The applicant should confirm in providing information pertaining to those changes

Administrative dossier:
- Application form for marketing authorization 

- Copy of Drug Registration License.

-  Recent Original and valid certificate of a Pharmaceutical Product.

-  Recent Original and valid GMP certificate.

-  Summary of Product Characteristic.
            -  Complete update pharmaceutical dossier

            -  Letter attesting the reason of change

            - Confirmation letter from the manufacturer stating that there is no change in the manufacturing
               process – control procedure and quality of the product.

            - Disintegration test in comparison to old formulation.

            - Samples

5: In case there is a change in:

· Active ingredients

· Route of administration

· Strength

· Manufacturing process

· Pharmaceutical form

· Change of manufacturing plant or country

Those changes are considered as a new application for drug registration.

