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S. 1. 14 of 2005 B153

PHARMACITS COUNCIL OF NIGERIA ACT

(1992 No. 91)
REGISTRATION OF PHARMACEUTICAL
PREMISES REGULATIONS, 2005.

Commencement: 26th July, 2005

In exercise of the powers conferred upon the PhastsaCouncil of Nigeria (hereinafter referred las €ouncil) by sections 1
and 24 of the Pharmacists Council of Nigeria Aat ah other powers enabling the Council in thdtadg the Councilvith the
approval of the Minister of Health hereby madeftilwing Regulations:

1. All applicants for registration of new pharmatteal premises or renewal of
old premises shall complete the application fornictwishall be accompanied with
the following documents :
(a) application letter to register the premises;

(b) annual licence to practice pharmacy;

{c) prescribed fees in Bank Draft payable to the Cdynci

(d) letter of resignation from previous employmentfiphcable);

(e) letter of acceptance of resignation (if applicable)

(f) letter of appointment' as the SuperintenderarRlacist in the new
premises;

(9) legal agreement between the Superintendent Phasthaaa his employer;
(h) Company's Certificate of Incorporation (Evidenceaegjistration of busi-
ness name is acceptable) ;

(I) Article and Memorandum of Association;

() Form C. 07 showing names and particulars o&Cliors ;

(K) NYSC Discharge or Exemption Certificate;

() letter of undertaking by the SuperintendenaifPmacist to the effect that he
has oahe full time job; and
(m) letter of undertaking by the Managing Dlrectorhné Company to the
effect that all pharmaceutical business shall ldeuthe direct, personal
control and management of the Superintendbatmacist.

2.-(1) Where the pharmaceutical premises soughtbeéo registered is fol ppplication
manufacturing, in addition to the documents listedubsection (1) of this sectiol for

the application shall be accompanied with the foily: registration
(a) list of products to be manufactured; or renewal of
(b) list of equipment for Production and Quality Cohepartments ; manufacturing
(c) list and sources of suppliers of raw and packagiatgrials; and retail
pharmacy

(d) standard Operating Procedures (SOP);
(e) factory layourt;
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(f) production Flow Chart ;
(g) water source and treatment facilities;
(h) water analysis report (Raw and treated water) ;
(1) list of qualified staff showing qualifications andty ;
() organogram ;
(k) disposal of poison records;
() prescribed inspection fees in Bank Draft pagablthe PHARMACISTS
COUNCIL OF NIGERIA; .
(m) product licenses for all products (Routine inspmti; and
(n) list of all distributors and distributions recor@®outine inspection).

i (2) Where the premises sought to be registeredRistail Pharmacy, the company

gﬁgmacy shall be wholly owned by a registered pharmacist @artnership with other

Wholesale/ 3.
Distribution

and

importation.

Manufacturing 4-.-

Proper record 5.
keeping

registered pharmacists.

{1) For a pharmaceutical premises involved ihole: ale, distribution and
importation of drugs, poison and devices, therdl &gt least one registered
pharmacist on the Board of Directors of the Company

(2) The business shall be carried .odeuthe direct personal control and
management of a Superintendent Pharmacist.

(1) Where the primary object of the companyharmaceutical
manufacturing, then, the provisions of Regulatishall apply.

(2) Each production line shall be supervised byaglpction pharmacist.

(3) The over-all quality assurance of the estabtisht shall be the
responsibility of the Superintendent Pharmacist.

(4) The Production and Quality Control Managerdisieaort to the
Superintendent Pharmacist.

{ 1) Manufacturers, Importers, Wholesalers &wetailers of drugs,
Poisons and devices shall keep appropriate readriihee receipt and disposal
of drugs.

(2) Any unauthorized disposal of drugs shalpbealized in accordance with
these regulations.
(3) Retail outlets of drugs, poisons and devstesl keep proper records of
the following:

(a) all receipts of purchases made;

(b) disposal of Poisons ;

(c) ledgers/bin cards; and

(d) dispensed prescription.
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(4) Wholesalers/Distributors of drugs, poisond devices shall keep records
as provided in subsection (3) of the section.

(5) Importers of drugs, poisons and devices| &e&p proper records of the
following:

(a) all relevant import documents; and
(b) documents provided for under sub-section 3 ofghiion.

(6) Manufacturers of drugs, poisons and devsted! at all times keep proper
records of all documents/information relating to :

(a) the purchases of raw materials;
(b) production and quality control activities; and

(¢ distribution and sales of finished products. Marketing of.
Only registered pharmacists shall market etipicaducts. .Phgrmaceutlca
product.

{ 1) Every Hospital shall cause its Pharmattele registered with the Hospital ~ Hospital
Pharmacy. Pharmacists Council of Nigeria in acaocdawith the guideline Pharmacy.
regulating the operations of hospital pharmacygiiesed by Council.

(2) The Council shall ensure that inspectionndertaken from time to time of all
hospital pharmacies in its attempt to maintain caads.

(3) The fees payable for registration of hodgtearmacies shall be as prescribed
by Council.

(4) All existing hospital pharmacies in Nigeria megistered with the Council before
the coming into force of these regulations shalinspected and registered with effect
from 1st January, 2005.

(5) All hospitals shall employ and maintain a migm number of registered
pharmacists as prescribed by Council to handle pth@rmaceutical needs of the
hospital.

{1) Names registered by the Pharmacists Cbohdligeria only shall be General
used on the sign post of a pharmacy. provisions.

(2) Registered pharmacist-owned premises ordil display the Pharmaceutical
Society of Nigeria (PSN) Pharmacy Emblem.

(3) In the absence of the Superintendent Phasin#eere shall be a resident/
locum pharmacist to takarge of the pharmacy. .

(4) It shall be an offence for any registeredrnpiacist to hold more than one full
time job. :

(5) Any request for temporary closure of premideallsnot be for more than 2 years
and the renewal fee must be paid for the periadasure.
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Penalties for
late payment of
practicing fees
and fees for
registration of
pharmaceutical
premises.

Pre-regis-
tration
Inspection.

Situation in
which the
PSN

emblem may
be forfeited:

Offences and
Penalty.

(6) The fees payable in respect of the registrabbrany set of premises is as
prescribed by Council from time to time.

(7) The Registrar shall send to a person who hagaid a retention fee which is
payable by him, a demand for payment thereof whietmand shall be by registered
letter addressed to the person at his registermadipes and or to his last known place
of abode if the place is different from his registepremises.

(8) The registrar shall, notify the Council bétfailure to pay on the part of a
person on whom a demand has been made.

(9) The Council shall provide sufficient fornfer(registration of premises and
retention of name in the register) to the vagiState Director of Pharmaceutical
Services (DPS) including Abuja by the 30th dageptember of every year.

9.- ( I) Any registered pharmacist who fails to ghg prescribed practicing fee
by the 3" day of January of every year shall in additiorpaying the fee
provided, pay a fine equivalent 0f50% (fifty penteof the applicable fee.

(2) Any pharmaceutical premises that remains usteged by 31st day of
January of every year shall in addition to payimg fee prescribed, pay a fine
equivalent 0f50% (fifty per cent) of the applicabde.

(3) Pharmaceutical premises that remain uniergid by the 31st day of

of each year, shall be closed.

(4) Any pharmacist found guilty 'of a criminal offee by a Court of
competent jurisdiction or Tribunal shall not beistégred until the Pharmacist
Council of Nigeria Tribunal decides otherwise.

10. Inspection of any sector of the Pharmaceutmodlistry for registration shall
attract a fee o£=0,000.00 (ten thousand naira) for the first twsitsi and
subsequent visit shall attract the sum=&0N00.00 (twenty thousand naira)
per visit.

11.- (1) Any Pharmaceutical Society of Nigeria (BSEImblem found in an
unauthorized location shall be confiscated.
(2) Display of any fake or imitation of Pharmaceati Society of Nigeria
(PSN) Emblem shall attract a fine of N10,000.0(h (teousand naira) in
addition to forfeiture of the Emblem.

(3) Any registered pharmacist who forwards morentbae application for
registration of premises for more than one premsbed :

(a) be deemed to have committed an offence and shafidoenmended to
appear before the Investigating Panel;

(b) have his premises closed down; and

(c) be referred to the Disciplinary organs of Counail dppropriate action.

12. A person who contravenes or fails to complyhwiie provisions of these
regulations shall be guilty of an offence and kabh conviction to a fine
0fN20,000.00 (twenty thousand naira).
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13. In these regulations, unless the context otiservequires: Interpretation.

"Pharmaceutical Society of Nigeria Emblem" meamssymbol as patented by
the Registrar of Patents.

14. These regulations may be cited as the Ragat of Pharmaceutical Premises iiation.
Regulations 2005.

(PROF) FESTUS A. OGUNBONA
Chairman, Pharmacists Council of Nigeria.



