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Dear Sir/Madam

Greetings,

Subject: Payment Options for Central Registration Services of Human Medicines and

Their Manufacturers

To ensure that the Gulf Health Council keeps with regulatory developments and enhances
the efficiency of the services provided through the Taawon 2.0 platform, we would like to
announce that there are two payment methods for Central Registration services’ fees.
Applicants can select the appropriate payment option when submitting their application,
as follows:

Option 1: Fees for (Registration, Renewal, and Variation) are collected for the Gulf Health
Council (GHC) only.

Option 2: The applicable fees for Registration, Renewal, and Variation are collected in
accordance with the approved fees of the Member States, in addition to the fees of the Gulf
Health Council (GHQ).

Accordingly, the applicable fees are as shown in the table below:

Please accept our best regards...

Centralized Products
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Service Type

Evaluation of Registration Dossiers for Innovative and Biological
Medicinal Products
(Verification & Abridged Pathway, Orphan Medicines, and
Breakthrough Medicines)*

Evaluation of Generic Medicinal Product Registration Dossiers

Evaluation of Registration Dossiers for Generic Intravenous
Solutions Without Active Ingredients

Renewal of Innovative Medicinal Product Registration

Renewal of Generic Medicinal Product Registration

Renewal of Registration of Generic Intravenous Solutions
Without Active Ingredients

Innovative
Generic Adding a Pharmaceutical Form
Generic — Intravenous Solutions
Innovative Adding a New Strength to
Generic a Registered
Generic — Intravenous Solutions Medicinal Product
Innovative
Generic Adding a New Pack Size
Generic — Intravenous Solutions
Variation of Registration Data
Variation of Registration Data Requiring Analysis
Company/Manufacture Registration
Company/Manufacture Re-registration

Adding a Production Line

Request for Accreditation/Re-accreditation of a
Bioequivalence Center

Change Manufacturer Name
Change Medicinal Product Name
Issuance of a Replacement Central Registration Certificate

Issuance of a Certificate of Pharmaceutical Product (CPP) for
Gulf Medicinal Products

*For more details related to the Verification & Abridged Pathway, Orphan Medicines, and
Breakthrough Medicines, please refer to the relevant issued circulars.
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