To be published in the extra ordinary Gazette of Pakistan, Part-1I

Government of Pakistan
Ministry of National Health Services, Regulations and Coordination
(Drug Regulatory Authority of Pakistan)
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NOTIFICATION
Islamabad, the 15 August, 2023.

S.R.0. 1067(I)/2023.-- In exercise of the powers conferred by sub-section (1) of section
20 of the Drug Regulatory Authority of Pakistan Act, 2012 (XXI of 2012) read with sub-rule
(3) of rule 4 of the Drug Regulatory Authority of Pakistan (Fee and Levy) Rules, 2022, and in
partial modification of its previous Notification No. S.R.0.496(1)/2023 dated the 17% day of
April, 2023, the Drug Regulatory Authority of Pakistan, with the approval of the Policy Board,
is pleased to direct that the fee specified in column (4) of the Table below shall be levied in
respect of functions specified in column (2) and (3) thereof, subject to conditions prescribed in
this Notification, namely:-

TABLE
Sr. Regulatory function Description Fee (Rs.)
€] 2 3) “4)
1 | Issuance of certificate of | For GMP certificate requiring 25,000/- per annum
Good Manufacturing panel inspection
Practices (GMP) for all
therapeutic goods For a subsequent GMP certificate 12,500/-
for any other country on the basis
of already conducted inspection
for GMP certificate.

@) One GMP certificate for a country or group of countries shall be issued with single
fee;
(i)  One free sale certificate for a country or group of countries shall be issued with

single fee; and

(iii)  GMP certificate shall be valid for three years.
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