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Attn: Ms. Louisa Hanson
Dear Madam,

RE: REQUEST FOR INFORMATION ON PHARMACEUTICAL PRODUCTS IN
GHANA ' '

This is in response to your letter dated 13" April 2023 with reference SCR.PO/IRN
requesting for information on legal processes for registration of pharmaceutical products
in Ghana on behalf of the Embassy of the Islamic Republic of Iran.

The FDA wishes to inform you that its mandate for registration of pharmaceutical
products in Ghana is enshrined in Sections 117 and 118 (1 2,3 & 4) of the Public Health
Act, 2012, Act 851 which states that:

"117. (1) An application for the registration of a drug, herbal medicinavl product,
cosmetic medical device or household chemical substance shall be made to the
Authority in the prescribed manner and be accompanied with the prescribed fees.

(2) The Authority shall register the drug, herbal medicinal product, medical
device, cosmetic or household chemical substance if the Authority is satisfied
that the drug, herbal medicinal product, medical device, cosmetic or household
chemical substance complies with the prescribed standards and that the
manufacturing operations for the article comply with the prescribed current code
of good manufacturing practice.

(3) The Authority may charge an applicant the costs that the Authority may incur
for the purposes of carrying out good manufacturing practice and inspection for
laboratory investigations prior to registration of the drug, herbal medicinal
product, cosmetic, medical device or household chemical substance.
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118.

(4) An application under subsection (1) may at any time be withdraWn by the
applicant but the withdrawal does not entitle the applicant to the refund of the
application fees.

(1) A person shall not manufacture, prepare, import, éxport, distribute, sell,
supply or exhibit for sale a drug, herbal medicinal product, cosmetic, medical
device or household chemical substance unless the article has been registered
by the Authority. '

(2) Subsection (1) does not apply to an import permit issued by the Authority for
the importation of any of the articles mentioned in that subsection which is
imported for personal use.

(3) Subsection (1) does not prevent the importation of a sample for purposes of
registration of the drug, herbal medicinal product,” cosmetic, medical device or
household chemical substance.

(4) The Authority may approve the registration of a drug, herbal medicinal
product, medical device or household chemical substance subject to the
conditions that it may impose where

(a) a person makes an application for the registration of the drug, herbal
medicinal product, medical device or household chemical substance, and

(b) the Authority conducts the necessary investigation and is satisfied that it is
suitable for the purpose for which it is intended and that it complies with the

prescribed requirements”

For more information on registration of pharmaceutical products in Ghana, please refer
to the guidelines for registration of pharmaceutical products which are available on the
FDA website (see link to the guidelines: https://www.fdaghana.gov.gh/operational-

quide.php)

Yours faithfully,

RODERICK K. DADDEY-ADJEI (MR.)
CHIEF EXECUTIVE OFFICER
FOR: CHIEF EXECUTIVE OFFICER

CC:

DCEO, Health Products and Technologies Division, FDA.
DCEO, Technical Operations Division, FDA.
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