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The Medicines and Allied Substances Act, 2013
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In Exercise of the powers contained in section 69 of the
Medicines and Allied Substances Act, 2013, the following
Regulations are made:

1. These Regulations may be cited as the Medicines and Allied
Substances (Certificate of Registration) Regulations, 2017.

2. A person who intends to operate a pharmacy shall apply to
the Authority for a certificate of registration in Form I set out in the
Schedule upon payment of the prescribed fee.

3. The Authority may request an applicant to submit additional
information, in relation to an application, in Form Il set out in the
Schedule.

4. The Authority shall, where the applicant meets the
requirements of the Act, issue a certificate of registration in Form
III set out in the Schedule.

5. The Authority shall, where it rejects an application, inform
the applicant of the rejection in Form IV set out in the Schedule.

6. (1) The holder of a certificate of registration shall file with
the Authority an annual return or where there has been no change
in the information provided in an annual retumn, a nochange return
in Form V set out in the Schedule upon payment of the prescribed
fee.

(2) The annual return shall cover the period 1% January to 31*
December of the preceding financial year and the holder of a
certificate of registration shall submit the return or nochange return
by 31% March of the following financial year.

7. An application for the transfer of a certificate of registration
shall be made in Form VI set out in the Schedule upon payment of
the prescribed fee.

8. Aholder of acertificate of registration shall, where a change
is made to the registered particulars, notify the Authority within
fourteen days of the change in Form VII set out in the Schedule.

Suspension or cancellation of certificate of registration

9. (1) The Authority shall, before it suspends or cancels a
certificate of registration, notify the holder of the certificate of
registration of the intention to suspend or cancel the certificate in
Form VIII set out in the Schedule.

(2) Where the holder of a certificate of registration who is
notified of the intention to suspend or cancel the certificate of
registration under subregulation (1) fails to show cause or does not
take any remedial measures to the satisfaction of the Authority



within the specified time, the Authority shall suspend or cancel the
certificate of registration and inform the applicant in Form IX set
out in the Schedule.

10. A person whose certificate of registration is cancelled may
apply for re-registration one year from the date of the cancellation
ofthe certificate in Form I set out in the Schedule upon payment of
the prescribed fee.

11. (I) A holder of a certificate of registration may apply for
a duplicate certificate in Form X set out in the Schedule upon
payment of the prescribed fee.

(2) The Authority may, with fourteen days of receipt of an
application under subregulation (1), issue the applicant with a
duplicate certificate in Form XI set out in the Schedule.

12. (1) The Authority shall keep and maintain a register of
certificates of registration in Form XII set out in the Schedule.

(2) The register referred to in subregulation (1) shall be kept at
the offices of the Authority and shall be open to inspection by the
public at such times as the Authority may determine and upon
pavment of the prescribed fee.
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