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An Act to establish the Pharmaceutical RegulatoryAuthority and 
to define its functions; to provide for the registration and 
regulation of pharmacies; to provide for the registr2tion and 
regulation of medicines intended for human use and for animal 
use; to provide for the regulation and control of medicines, 
herbal medicines and allied substances; to provide for the 
regulation and control of the manufacture, importation, 
exportation, possession, storage, distribution, snpply, 
promotion, sale and use of medicines, herbal medicines and 
allied substances; to repeal the Pharmacy and Poisons Act, 
1940 and the Therapeutic Substances Act, 1968; and to provide 
for matters connected with or incidental to the foregoing. 

[ 8th September, 2004 
ENACTED by the Parliament of Zambia. Enactment 

PARTI 

PRELJMINARY 

1. This Act may be cited as the Pharmaceutic�l Act, 2004, and Short title and 
shall come into operation on such date as the Minister may, by commencement 
statutory instrument, appoint. 
2. In this Act, unless the context otherwise requires- Interpretation 

"administer" means to give a substance to·a human being or an 
animal, orally, by injection or by introduction into the body 
in any other way, or by external application, w)le_ther by direct 
contact with the body or not, and aµy.xeference to 
administering a substarice or article is a:·refeterice to 
administering it either in its' existing state ·ot'arter it has been 
dissolved or dispensed in; or diluted or mixed with, some 
other substance; , . 

·"·allied substances" include cosmetics;. disinfectants, food 
supplements, feed additives, medical,;tl)g �urgical sundries, 

. . medical devices, condoms and blood produc�; 
. 1' animai clinical trial" means an investigation'consisting of the 
· administration of a medic�tifondet'the clirection ofa veterinary 

surgeon; 
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"appointed date" means the date appointed under section one; 

"assemble" in relation to a medicine means-
(a) enclosing the medicine, with or without other medicine 

of the same description, in a container which is 
labelled before th� medicine is sold or supplied; or 

(b) where the medicine, with or without other medicines 
of the same description is already enclosed in the 
container before the medicine is sold or supplied 
labelling the container before the medicine is 
supplied; 

"Authority "means the Pharmaceutical Regulatory Authority 
established by section/our; 

·• Board "means the Pharmaceutical Regulatory Authority Board 
constituted under section eight; 

" Chairperson" means the person appointed as Chairperson of 
the Board under section eight; 

" clinical trial " means an inve�tigation consisting of the 
administration of a m_edicinal product under the direction of 
a medical practitioner or a dental surgeon; 

"committee" means a committee of the Authority established 
under section nine;' 

" dental surgeon '.' means a person registered as a dental surgeon 
under the Medical and Allied Professions Act; 

"Director-General" means the person appointed as Director­
General under section eleven; 

"dispense" means to count, measure or decant a medicine from 
a bulk supply or to prepare, mix, dissolve or supply a medicine 
for the treatment of a person or animal but does not include 
the administration of medicine; 

" herbal medicine "means any medicinal product that contains, 
as active ingredients, aerial or underground parts of plants, 
other plant materials or combinations thereof, whether in a 
crude state or as 

0
plant preparations and includes herbal 

medicines which contain natural, organic or inorganic active 
ingredients and are processed or packaged in such a manner 
that they appear like medicines under the western system but 
does not include medicines containing plant material 
combined with chemically' defined active substances, or 
�hemically def med isolated constitu_e�ts of plants; 

"hospital " means.any institution established as a hospital and 
includes a clinic, nursing home, health centre, surgery, 
consulting room, hospice and any other facility authorised to 
dispense medicines and drugs; 
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" hospital pharmacy " means a pharmacy which is part of a 
hospital; 

"import licence" means a licence issued wider section twenty-­
three of this Act; 

"ingredient" in relation to the manufacture or pre���ation of a 
substance, includes anything which is the sole active ingredient 
of that substance; 

" inspector " means a person appointed as an inspector under 
sectionfifty-nine; 

"label" means to affix to, orotherwise display on a containeror 
package, a notice describing the ingredients and contents 
thereof; 

' · 

"manufacture ", in relation to a �edicine, herbal medicine or 
allied 

substance includes any process carried out in the course of making 
that medicine or allied substance but does not include the 
process of-

(a) dissolving or dispensing a product in, or diluting or 
· mixing it with some other substance for purpose& of 
administering ii; or 

(b) the incorporation of a medicine in any animal feed; 
"manufacturer's licence" means a manufacturer's licence issued 

under section twenty-one; 

" Medicines Committee " means the Medicines Committee 
constituted wider section nine; 

"medicines list" means a list of medicines prepared pursuant to 
section forty-one; 

-"medical practitioner" means a person who is registered as a 
medical practitioner wider the Medical and Allied Professions Cap. 297 
Act'·· , 

, 

"medicine " means any substance or mixture of substances other ' 
than a herbal medicine.intended to be us�d or manufactured 
for use for its therapeutic efficacy or for its -pharmacological 
purpose in the diagnosis, treatn1ent, alleviation, modification 
or prevention of disease or abnormal physical or-mental state 
or- the· symptoms ·of disease in a person and includes a 

·: · · - medicinal product, drug and•veferinary medicine; 
,: member'' m�an; a perso11�ppoiri.te� !is'i,member of the Board 

. ,._ undersectioneight; ' ··" ' ',, . .,-,.,. ,,_, . . '' 
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Cap. 297 

Act No, 31 
ofl997 

ActNo.31 
ofl997 

Cap. 119 

; 

"package" means anything in or by which any medicine, herbal 
medicine. therapeutic substance or allied substance is 
enclosed, covered, contained or packed; 

" pharmacy registration certificate " means a certificate of 
registration issued in respect of a pharmacy under section 
thil1een; 

"poison " means any substance which is on the poisons list that 
is prepared pursuant to section.fifty-five; 

"preparation" includes compound, mixture and salt; 
"prescription" means a written direction given by an authorised 

prescriber directing that a stated amount of a medicine 
specified in the direction be dispensed for the person or animal 
named in the direction; 

"prescription only medicine "means a medicine dispensed only 
on prescription; 

"product licence" means a licence issued under section thirty­
seven; 

" registered pharmacist " means a person registered as a 
pharmacist under the Medica! and Allied Professions Act; 

"registered nurse·• means a person registered as a nurse under 
the Nurses and Midwives Act; 

"registered pharmacy "means a business or premises registered 
as a pharmacy under section thirteen of this Act; 

"registered midwife" means a person registered as a midwife 
under the Nurses and Midwives Act; 

"sell "means to offer for sale, expose for sale, have in possession 
for sale, or distribute whether or not the distribution is made 
for consideration; 

"Society" means the Phannaceutical Society of Zambia which 
is registered under the Societies Act; 

"substance" means any natural or artificial substance whether 
in solid or liquid fo:'11 and shall include gasses or vapour; 

" veterinary medicine " means any substance or mixture of 
substances, other th.an a stock remedy or farm feed, used, 
manufactured or sold for the.treatment, diagnosis, prevention 
or cure of any disease, infection or other unhealthy condition 

· or for the_ maintenar:i9e or improvement of health; growth, 
production or working capacity, or correcting or modifying 
behaviour in an animal; 

• 
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"veterinary surgeon " means a person registered as a veterinary 
surgeon under the Veterinary Surgeons Act; Cap. 243 

"veterinary surgery" means a facility for the diagnosis, treatment, 
mitigation, modification or prevention of disease or abnormal 
physical state or condition in an animal; and 

"wholesale dealer's licence" means a wholesale dealers licence 
issued under section twenty-two of this Act. 

3. (1) This Act does not apply to a traditional health practitioner Application 
who practises traditional medicine in a traditional setting. 

(2) Iri this section " traditiona) setting " means a village or mral 
setting and includes the practice of traditional medicine in an urban 
setting as long as the practice is restricted to the treatment of specific 
patients and is not done for commercial purposes. 

PARTII 
THE Pt-!ARMACEUTICAL ReGULAmRY Aur1mRITY 

4. (1) There is hereby established the Phannaceutical Regulatory 
Authority which shall be a body corporate with perpetual succession 
and a common seal, capable of suing and ofbeing sued in its corporate 
name, and with power, subject to the provisions of this Act, to do all 
such acts and things as a body corporate may by law do _or perform. 

(2) The provisions of the First Schedule shall apply to the Authority. 
5. (1) The functions ofthe Authority shall be to-

(a) register medicines, herbal medicines and licence allied 
substances; 

(b) register pharmacies and licence any premises used for 
purposes of manufacturing, importing, exporting, 
distribution and sale of medicines, herbal medicines and 
allied substances; 

(c) regulate and control the manufacture, importation, 
exportation, distribution and sale of medicines, herbal 
medicines and allied substances; 

(d) regulate and control the advertising and promotion of 
medicines, herbal medicines and allied substances; 

(e) in consultation with the Society establish, maintain and 
develop standards for the operation of pharmacies; 

(j) serve and protect the public interest in all matters relating to 
the sale of medicines, herbal medicines and allied 
substances; 

(g) regulate and monitor the conduct ofc!i'nical trials on human 
beings and animals; 

Establishment 
of Authority 

Functions 
of Authority 
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Powers of 
Authority 

(h) establish, maintain and enforce standards relating to the 
manufacture, importation, exportation, distribution and sale 
of medicines, herbal medicines and allied substances; 

(() conduct postmarket surveillance and monitor adverse drug 
reactions; 

(j) manage the National Drug Quality Control Laboratory; 
(le) establish, maintain and enforce standards for plivately owned 

drug quality control laboratories; 
(I) coordinate and manage national drug formulary activities; 
(m) advise the Government on policies relating to the regulation 

and control of medicines, herbal medicines and allied 
medicines; 

(,z) establish and maintain a relationship with corresponding 
pharmaceutical autholities in other countries; 

(o) in consultation with the National Science and Technology 
Council and other relevantresearch institutions, determine 
national research and development pliorities in pharmacy; 

(p) administer this Act and perform duties and exercise powers 
which are imposed on the Authority by this Act; and 

( q) do all such things as are connected with or incidental to the 
functions of the Authority under this Act. 

(2) The Authority may, by direction, in writing and subject to 
such conditions as the Authority thinks fit, delegate to the Director­
General or to any member or any committee any ofits functions under 
this Act. 

6. (1) The Authority shall havepowerto---
(a) direct any pharmacy or person providing services relating 

to the manufacture, importation, exportation, distribution 
and sale of medicines, herbal medicines and allied 
substances to deliver its services in such manner as to 
ensure compliance with this Act; 

(b) require any pharmacy, manufacturer, wholesale dealer, 
distributor, importer, exporter or person to submit such 
information and records as may be necessary to enable 
the Authority to monitor the performance of such 
pharmacy, manufacturer, wholesale dealer, distributor, 
importer or exporter; 

(c) consider any matter relating to the manufacture, importation, 
exportation, distribution and sale of medicines, herbal 
medicines and allied substances and make representations 
thereon to the Minister; and 

(d) to require any person who is in control of a .registered 
pharmacy to inform the Authority of the intention to move 
from the registered premises prior to relocating. 

-. -

C 
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7. If the Authority is of the opinion that it is not in the public 
interest �t any medicine, herbal medicine or allied substance should 
be made available to the public, the Authority may by notice io writing 
served on any person or in the Gazette, direct such person to return 
such medicioe, herbal medicine or allied substance which the person 
has in that person's possession to-

(a) the manufacturer of the medicioe, herbal medicine or allied 
substance; or 

(b) in the case of any imported medicine, herbal medicine or 
allied substance, to the importer concerned; or 

(c) deliver it or send it to the Authority or such other person as 
the Authority may designate. 

(2) The Authority may, bynotice in writing, direct any manufacturer 
or importer of the medicine, herbal medicine or allied substance 
referred to in subsection (I) or the person referred to in paragraph (c) 
of subsection (1) who has in their possession any quantity of such 
medicine, herbal medicine or allie.d substance, including the returned 
quantity to deal with or dispose of that quantity in such manner as the 
Authority may determine. 

(3) A person shall not sell any medicine, herbal medicine, or allied 
substance which is the subject of a notice under subsection (I). 

( 4) Any person who contravenes subsection (3) commits an offence 
and is liable, upon conviction to a fine ofnot less than fifty thousand 
penalty units but not exceeding one hundred thousand penalty units 
or to impriso11ment for a term of not less than six months but not 
exceeding five years, or to both. 

Authority 
mayreca11 
mcilicine, 
etc. from 
circulation 

8. (1) There is hereby constituted the Pharmaceutical Regulatory Constitution 

Authority Board which shall, subject to the provisions of this Act, ofBoard 

perform the functions of the Authority under this Act. 
(2) The Board shall consist of part-time members appointed by 

the Minister as follows: 
(a) five representatives ofthePharmaceutical SocietyofZambia; 
(b) a representative of the Medical Association of Zambia; 
(c) a representative of the Medical Council of Zambia; 
(d) a representative of the Department of Pharmacy of the 

University of Zambia; 
(e) a representative of the pharmaceutical manufacturers; 
(/) a representative of the General Nursing Council; 
(g) a representative of the consumer Association of Zambia; 
(h) a representative of the ministryresponsible for health; 
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Medicines 
Committee 
and other 
committees 

(i) a representative oftheTraditional Healers Association of 
Zambia; 

0) a representative of the ministry responsible for Veterinary 
Services; 

(k) a representative of the ministry resonsible for local 
government; 

(/) a representative of the Veterinary Association of Zambia; 
(m) a representative of the School ofVeterinary Sciences of 

the University of Zambia; 
(n) a representative of the Environmental Council of Zambia; 
(o) a representative ofthe AttomeyGeneral; and 
(p) one other person. 

(3) The members referred to in subsection (2) shall be nominated 
by the organisations or institutions which they represent. 

( 4) The Chairperson and the Vice-Chairperson shall be elected by 
the members of the Board from among theirnumber. 

(5) A person shall not be appointed as ?. member of the Board if 
the person-

(a) is an undischarged banlaupt; 
(b) has been convicted of an offence relating to medicines, drugs, 

. pharmacy, dangerous drugs or poisons under this Act or 
any other written law; 

(c) has been convicted of an offence involving fraud or 
· dishonesty; 

(d) has been convicted ofan offence under any other written 
law and sentenced to a term of imprisonment ofnot less 
than six months without the option ofa fine; or 

(e) is an employee oftheAuthority. 
9. (I) The Board shall constitute a Medicines Committee which 

shall consist of the following members: 
(a) a clinical pharmacologist; 
(b) two registered pharmacists with specialisation or experience 

in quality control of medicines or the formulation and 
manufacture of medicines; 

(c) a person licensed to deal in herbal medicines or who has 
expertise relating to herbal medicines; 

(d) a medical practitioner; 
(e) a veterinary surgeon; and 
(/) a senior member of staff of the Authori!Y responsible for 

medicine control who shall be an ex-officio member. 
(2) The senior member of staff referred to in paragraph (/) of 

subsection (I) shall be the Secretary to the Committee. 
(3) The functions of the Medicines Committee shall be to advise 

the lfoard on- . .. 
(a) licensing of medicines or medicinal products; 
(b) monitoring the advertisements and promotion ofmedicines, 

herbal medicines and allied substances; 

• 

. -
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(c) monitoring standards relating to medicines, herbal medicines 
and allied substances; 

( d) monitoring the conduct of clinical trials and animal clinical 
tests; and • · 

(e) any other matter referred I� it by the Board. 
( 4) The Chairperson and the Vice-chairperson shall be elected by 

the members from among their number. 
(5) Three members of the Medicines Committee shall form a 

quorum. 
Provided that at least one of the members present shall be a 

registered pharmacist. 
(6) The Board may, for the purpose of performing its functions 

under this Act, constitute such other committees as it considers 
necessary and may delegate to any such committee such of its functions 
as it considers fit. 

(7) The Board may appoint as members of a committee, persons 
who are, or.are not, members of the Board, except that at least one 
member ofa committee shall be a member of the Board. 

(8) A person serving as a member of a committee shall hold office 
for such period as the Board may determine. 

(9) Subject to any specific or general direction of the Board, a 
committee may regulate its own procedure. 

10. There is hereby constit�teci'the Secretariat of the Authority 
which shall have the function of implementing, on a day to day basis, 
the decisions of the Board. 

11. (1) Subject to subsection (2), the Board shall, with the approval 
of the Minister appoint a Director-General who shall be the chief 
executive officer of the Authority and who shall, subject to the control 
of the Board, be responsible for the day to day administration of the 
Authority. 

(2) The Board shall with the approval.of the Minister.determine 
the terms and con di lions for the Director-General. 

(3) The Director-General shall be appointed for a term of four 
years and shall be eligible forre-appointrnent. 

( 4) A person shall not be appointed as Director-General unless the 
. . person1s--

(aJ a registered pharmacist; or 
(b) holds such qualifications as the Board may determine. 

(5) The Director-General shall attend meetings of the Board of 
the.Authority and ofany committee and may address such meetings, 
but shall have no vote. 

( 6) The Director-General shall be the Secretary to the Authority. 
(7) The Authority may appoint, on such terms and conditions as it 

may with the approval of the Minister determine, such other staff of 
the Authority as it considers necessary for the performance of its 
functions under this Act. 

Constitution 
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PART III 
REGISTRJJION OF PHARMANCIES 

12. (1) Subject to the other provisions of this Part a person who 
is not a registered pharmacist shall not-

(a) carry on, either on that person's own behalfor on behalfof 
another person the business ofa pharmacist; 

(b) in the course of any trade orbusiness-
(i) procure, supply, package, label, prepare, admix, 

compound, sell or dispense any medicine or allied 
substance or supply any poison; or 

(ii) assure quality of medicines in practice; 
except under the immediate supervision of a registered 
phamiacist; 

(c) assume, take, exhibit or in any way make use of any title, 
emblem, description or addition reasonably calculated to 
suggest that that person is registered as a pharmacist. 

(2) For the purpose of paragraph (c) of subsection (I), the use of 
the word " pharmacist " or " chemist " or " druggist" or any similar 
word or combination of words shall be considered to be reasonably 
calculated to suggest that the person having control of the business on 
those premises is a registered pharmacist. 

13. (I) A person who wishes to operate.� pharmacy shall, at least 
sixty days prior to the date the person intends to operate such pharmacy 
make an application for a pharmacy registration certificate in the 
prescribed form to the Director-General and provide evidence 
satisfa?tofy'to'theAuthority-

(a) regarding the ownership of the pharmacy; 
(b) regarding the suitability of the premises for use as a 

pharniacy; and 
(c) that a registered pharmacist will manage and control the 

pharmacy at all times that the practice ofpharniacy is being 
engaged in. 

(3) Where the applicant is .  not a registered pharmacist the 
application shall state the name of the registered pharmacist who is 
designated by the applicant as the manager of the pharmacy. 

(4) Where the applicant is a corporation, the application shall 
state--

(a) the name of the registered pharmacist who is designated by 
the applicant ao the manager oft�e pharmacy; 

(b) the name of every director of.th�. qorporation whq is 2. 
registered pharmacist if any; _and. : .. · . c-;r, ., 

(c) the names and addresses of the directors of the corporatioii. 

- . -

• 



- . 

• 

Pharmaceutical (No. 14 ol' 2004 105 

(5) Tbe Authority shall, within sixty days of receipt of an application 
under subsection ( I ), issue a registration certificate, subject to such 
terms and conditions as the Authority may specify if the applicant and 
the pharmacy and its proposed operation satisfy the requirements of 
this Act. 

( 6) A registration certificate issued under this section shall be valid 
for such period as may be specified in the registration certificate and 
shall be renewable for a like period if the applicant has been complying 
with the provisions of this Act and upon payment ofa prescribed fee. 

(7) Where the Authority is not satisfied with an application to issue 
a pharmacy registration certificate the Authority shall within sixty days 
of receiving the application, refuse to issue the registration certificate 
to the applicant and shall state the reason for the refusal. 

(8) Every person carrying on the business of a pharmacist shall 
cause each set of premises where such business is carried on to be 
registered in accordance with this section. 

(9) The Authority shall keep a register of pharmacies registered 
under subsection (I). 

(10) The Authority shall every year, publish in the Gazette, a list 
of all pharmacies registered under this Act. 

14. · (1) No person shall establish or operate a pharmacy except 
under the authority ofa pharmacy registration certificate issued under 
section thirteen. 

(2) Any person who contravenes subsection (3) commits an offence 
and is liable, upon conviction to a fine ofnot less than fifty thousand 
penalty units but not exceeding two hundred thousand penalty units 
or to imprisonment for a term of not less than six months but not 
exceeding five years, or to both. 

15/ A person shall not carry on the business of a pharma.;ist unless 
the name and certificate ofregistration of the person having control of 
the premises in which suchbusiness is carried on are conspicuously 
exhibited in the premises: 

16. A registered pharmacist may engage in the practice ofretail 
pharmacy only in a registered pharmacy. 

17. (I) Notwithstanding the provisions ofany other written law, a 
hospital pharmacy shall be managed by a registered pharmacist: 

Provided that the Minister may, on the recommendation of 
the Authority, by regulations provide for circumstances under 
which a hospital pharmacy may be operated by a pharmacy 
technician or such other person with the recognised �ealthrelated 
qualifications and registered with a relevant registration body as 
the Authority may determine, under the supervision of a 
registered pharmacist. 

(2) _Ii:). tl)i� section" pharmacy technician" means a person registered 
as a pliatmacy technician under the Medical and Allied Professions 
Act. 
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18. For the purposes of this Part the Minister may, in consultation 
with the Society and on the recommendation of the Authority, by 
regulations, determine standards for the practice of pharmacy in 
pharmacies and hospital pharmacies. 

19. Any person who contravenes the provisions of this Part 
commits an offence and shall be liable, upon conviction, to a fine not 
exceeding fifty thousand penalty units or to imprisonment for a term 
not exceeding five years, or to both. 

PARTIV 
LICENCES 

20. (1) No manufacturer, wholesale dealer, importer or distributor 
referred to in this Part shall manufacture, act .is a wholesale dealer of, 
import or distribute, as the case may be, any medicines or allied 
substances unless that manufacturer, wholesale dealer, importer or 
distributor is a holder of a licence issued under this Part. 

(2) Notwithstanding the provisions of subsection (1 ), a person may, 
subject to subsection (3), import medicines or allied substances for 
that person's own use but the amount so imported shall not exceed 
one year's supply. 

(3) The Authority may require any person who imports medicines 
or allied substances for their own use to obt.ain clearance from the 
Authority at the port of entry of such medicines or allied substances. 

( 4) Any person who contravenes subsection ( 1) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding twenty 
thousand penalty units or to imprisonment of a term not exceeding 
five years, or to both. 

21. (1) Upon application by a manufacturer to the Director­
General in the prescribed form and upon payment of the prescribed 
fee, the Authority may issue to such ma,1ufacturer a licence to 
manufacture medicine or allied substances upon such conditions as to 
the application'of such acceptable quality assurance principles and 
good manufacturing practices as the Authority may determine. 

(2) The Authority shall grant the licence referred to in subsection 
(I) ifit is satisfied with-

(a) the proposed manufacturing operations to be carried out 
under the licence; 

(b) t)l.e premises on which the medicines or allied substances 
shall be manufactured; 

(c) the equipment available at the premises to be utilised for 
purposes of manufacturing the proposed medicines or 
allied substances; 

(d) the qualifications of the p2rsons employed to supervise the 
manufacturing or any medicines or allied substances; and 

(e) the arrangements made for securing the custody ofrecords 
on all medicines or allied substances manufactured by the 
applicant. 

C 
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(3) An application under subsection (1) shall-
(a) specify the manufacturer's name, address and nationality 

and if the manufacturer is a company, its registered office 
and the names, addresses and nationalities of the directors 
and of any shareholder who is the beneficial owner of more 
than five per centum of the issued capital; 

(b) give a full description of the medicines or allied substances 
which the manufacture intends to manufacture; and 

(c) be accompanied by such documents, materials, samples and 
other information relating to the medicine or allied 
substances as the Authority may require, 

22. (1) Upon application by a wholesale dealer to the Director­
General in the prescribed form and upon payment of the prescribed 
fee, the Authority may issue to such wholesale dealer a wholesale 
dealer's licence where the Authority is satisfied with--

( a) the premises on, and the facilities in, which the medicines 
or allied substances shall be stored; 

(b) the equipment available for storing the medicines or allied 
substances; 

(c) the equipment and facilities available for distributing the 
medicines or allied substances from the premises; 

(d) the qualifications of the persons under whose supervision 
the operations shall be carried out; and 

(e) the arrangements for securing the records in respect of 
medicines or allied substances stored on, or distributed 
from, the premises. 

(2) A wholesale dealer licenced under this section shall not supply 
medicines or allied substances to persons other than those persons 
specified by the Authority under the wholesale dealer's licence. 

23. Upon application by an importer or exporter to the Director­
General in the prescribed form and upon payment of the prescribed 
fee, the Authority may issue to such importer or exporter a licence to 
import or export medicines or allied substances if the Authority is 
satisfied with---
(a) the quality, safety and efficacy of the medicines or allied substances 

to which the application relates; or 
(b) in relation to the medicines or allied substances which are to be 

imported-
(i) the p remises on, and the facilities in, which the 

medicines or allied substances shall be stored; and 
(ii) the equipment and facilities available for distnlmting 

the medicines or allied substances. 
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24. (I) The Authority may refuse to i��ue a licence under this 
Partif-

(a) the applicant fails to comply with any prescribed conditions 
precedent to the issue of such licence; 

(b) any licence formerly issued to the applicant under this Part 
has been revoked by the Authority; 

(c) the applicant has been convicted of an offence under this 
Act; and 

(d) the applicant has been convicted ofan offence relating to 
the practice of pharmacy in Zambia or in any other country 
or the person's licence was withdrawn by the parmaceutical 
authority of another country. 

(2) The Authority shall notify the applicant in writing of the refusal 
to issue a licence under this section and shall state the reasons for the 
refusal. 

25. (I) Any person aggrieved by any refusal of the Authority to 
issue a hcence to that person may appeal to the Minister not later than 
thirty days after the notification of such refusal. 

(2) Where an appeal is made under subsection (I), the Minister 
may give such directions to the Authority as the Minister considers 
necessary to enable the Minister to determine the appeal. 

(3) The Minister in detenniningthe appeal may direct theAuthority 
to issue the licence to the applicant or uphold the decision of the 
Authority and notify the appellant accordingly. 

(4) Any person who is aggrieved by the decision of the Minister 
to uphold the Authority's decision under subsection (3) may appeal to 
the High Court within thirty days of the receipt of the notification of 
the Minister's decision. 

Revocation of 26. (I) Subject to subsection (2), the Authority may suspend or 
licence revoke any licence issued under this Part if satisfied that the licensee 

has failed to comply with any of the conditions relating to the licence. 
(2) Where the Authority intends to suspend the licence under 

subsection (I) the Authority shall, at least twenty-one days before 
suspending the licence, give notice in writing to the licensee of the 
intention to suspend the licence of such licensee. 

(3) Where the Authority intends to revoke the licence under 
subsection (I), the Authority shall, at least two months before revoking 
the licence, give notice in writing to the licensee of the intention to 
revoke the licence of such licensee. 

(4) The notice referred to in subsection (2) or (3) shall state the 
reasons for the intended suspension or revocation and require the 
licensee to show cause, within thirty days ofreceipt of the notice, why 
the licence should not be so suspended or revoked. 

(5) If the Authority 1s not satisfied with the explanation given by 
the licensee, the Authority shall suspend or revoke, as the case may 
be, the licence and notify the licensee accordingly. 

( 6) Any person who is aggrieved by the decision of the Authority 
to suspend or revoke a licence under this section may within thirty 
days ofreceipt of the notice of the revocation under subsection (5) 
appeal to the High Court 

- . -
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27. (I) A licence granted under this Part shall authorise the licensee 
to sell, manufacture, distribute, import or export medicines or allied 
substances in accordance with the provisions of this Act upon the 
premises specified in the licence and shall-

(a) in the case ofa wholesale dealer's licence, an export licence 
or an import licence be valid for a period of one year from 
the date of issue; or 

(b) in the case of a manufacturing licence be valid for a period 
of five years from the date ofissue. 

(2) Upon the expiry of any licence issued under this Part, the holder 
of such licence may within sixty days before the expiry of such licence 
apply to the Authority for renewal. 

(3) An application for renewal under subsection (2) shall be in the 
prescribed form and shall be accompanied by the prescribed fee. 

28. The Authority shall maintain a register in the prescribed form 
oflicences issued under this Act, which shall contain such particulars 
as theAuthori ty may consider necessary. 

29. The Minister may, on the recommendation of the Authority, 
by statutory instrument, prescribe---

( a) the form of, and the terms and conditions attached to, each 
licence; and 

(b) the appropriate fee payable in respect of each licence issued 
under this Part. 

30. (1) Except as otherwise provided by this Act, any licence issued 
under this Part shall be used solely by the licensee and shall not be 
transferable to any other person. 

(2) Any person who transfers a licence issued to that person or 
accepts the transfer of any licence commits an offence and shall be 
liable, upon conviction, to a fine not exceeding twenty thousand penalty 
units or to imprisonment for a term not exceeding two years, or to 
both. 

31. The provisions of this Part with respect to licensing, shall not 
apply to medicines or allied substances supplied by-

(a) a duly qualified medical practitioner, dentist, veterinary 
surgeon, registered nurse and a registered midwife in the 
ordinary course of practice of that medical practitioner, 
dentist, veterinary surgeon, registered nurse orregistered 
midwife; 

(b) any employee of the Government in the course of that 
employee's duties; or 

(c) any hospital, dispensary or similar institution exempted by 
the Minister, on the recommendation of the Authority, by 
statutory order, whether general or special. 
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32. (1) Any person who fraudulently obtains a licence under this 
Part commits an offence and shall be liable, upon conviction, to a fine 
not exceeding one hundred thousand penalty units or to imprisonment 
to a term not exceeding seven y�ars, or to both. 

(2) Any person who-
( a) deals in unregistered medicines or allied substances; 
(b) fails to maintain records for medicines or allied substances 

registered wider this Act; or 
(c) obtains medicines or allied substances from unauthorised 

suppliers; 
commits an offence and shall be liable, upon conviction, to a fine not 
exceeding three hundred thousand penalty units or to imprisonment 
to a term not exceeding ten years, or to both. 

(3) In addition to the penalty provided in subsection (1) and (2) 
the court before which a person is convicted of an offence under this 
section may order that any medicines or allied substances in respect 
of which the offence is committed be forfeited to the State. 

33. (1) Apersonshallnotmanufacture, import, export, distribute 
or sell substandard, counterfeit or adulterated medicines or allied 
substances. 

-cz) A person who contravenes subsection(!) commits an offence 
and shall be liable, upon conviction, to a fine ofnot less than three 
hundred thousand penalty units but not exceeding five hundred 
thousand penalty units or to imprisonment for a term of not less than 
five years but not exceeding ten years, or to both. 

(3) In addition to the penalty provided in subsection (2) the court 
before which a person is convicted of an offence under this section 
may order that any medicines or allied substances in respect of which 
the offence is committed be forfeited to the State to be destroyed. 

34. (1) A person shall not supply or sell an expired medicine or 
allied substance. 

(2) A person who contravenes subsection (!) commits an offence 
and shall be liable, upon conviction, to a fine ofnot less than three 
hundred thousand penalty units but not exceeding five hundred 
thousand penalty units orto imprisonment for a term ofnot less than 
five years but not exceeding ten years, or to b�th. 
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(3) In addition to the penalty provided in subsection (2) the court 
before which a person is convicted of an offence under this section 
may order that any medicines or allied substances in respect of which 
the offence is committed be forfeited to the State to be destroyed. 

35. (I) A person shall not label, package, treat, process, sell or 
advertise any medicine in a manner that is false, misleading or deceptive 
in respect of its character, constitution, value, potency, quality, 
composition, merit or safety or in contravention of any regulations 
made under this Act. 

(2) A person who contravenes subsection (1) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding two 
hundred thousand penalty units or to imprisonment for a term not 
exceeding ten years, or to both. 

PARTY 
REGISTRATION OF MEDICINES, HERBAL MEDICINES AND ALLIED 

SUBSTANCES 

36. (I) The categories of medicines to which this Part applies are--­
(a) prescription only medicine; 
(b) pharmacy medicine; and 
(c) general sale medicine. 

(2) Medicines shall be dispensed in accordance with the respective 
requirements applicable to the categories specified in subsection (1). 

(3) The Authority shall for purposes of this Part maintain a register 
of medicines registered under this Part. 

37. (I) An application for the registration ofa medicine, herbal 
medicine, or allied substance shall be made to the Authority in the 
prescribed form and shall be accompanied by the prescribed fee . .  

(2) The Authority may require an applicant referred to in subsection 
(1) to furnish such information in support of the application as the 
Authority may consider necessary. 

(3) The Authority shall, upon receipt of an application under 
subsection (1) conduct an investigation into such medicine, herbal 
medicine or allied substance and if the Authority is satisfied-

( a) with the quality, safety and efficacy of the medicines or 
allied substances to be manufactured; 

(b) that the medicine, herbal medicine orallied substance is 
suitable for the purpose for which it is intended; 

(c) that the medicine, herbal medicine or allied substance 
complies with the prescn'bed requirements; and 

( d) that the registration is in the public interest; 
the Authority shall grant a product licence in the prescribed form. 
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(4) Theholderoftheproduct licence referred to in subsection (3) 
shall pay such annual retention fees as the Authority may determine. 

(5) Where the Authority refuses to grant an application under this 
section the Authority shall inform the applicant, in writing, stating the 
reasons for such refusal. 
38. (1) Subject to subsection (2), theAuthoritymaycancel a product 

licence issued under section thirty-seven if the holder of the 
licence---

(a) has contravened the terms and conditions of the product 
licence; 

(b) manufactures medicine that does not satisfy the required 
standards prescribed for that medicine; or 

(c) in manufacturing the medicine has conducted oneself in a 
manner that does not conform with good manufacturing 
practice. 

(2) Where the Authority intends to cancel a licence under 
subsection (I) the Authority shall, at least three months before 
cancelling the licence, give notice, in writing, to the licensee of the 
intention to cancel the licence of such licensee. 

(3) The notice referred to in subsection (2) shall state the reasons 
for the intended cancellation and require the licensee to show cause, 
within thirty days ofreceipt of the notice, why the licence should not 
be sq cancelled. 

( 4) If the Authority is not satisfied with the explanation given by 
the licensee the Authority shall cancel the licence and notify the licensee 
accordingly. 

39. (1) Any person aggrieved by any refusal oftheAuthorityto 
issue a licence or to cancel a product licence may appeal to the Minister 
not later than thirty days after the notification of such refusal. 

(2) Where an appeal is made under subsection (I), the Minister 
may give such directions to the Authority as the Minister considers 
necessary to enable the Minister to determine the appeal. 

(3) The Minister in detenniningthe appeal may direct theAuthority 
to issue the licence to the applicant or uphold the decision of the 
Authority and notify the app.ellant accordingly. 

(4) Any person who is aggrieved by the decision of the Minister to 
uphold the Authority's decision under subsection (3) may appeal to 
High Court with thirty days of the receipt of the notification of the 
Minister's decision. 

40. (I) A person shall not manufacture, import, export, supply 
or sell a medicine in respect of which a product licence has not been 
issued by the Authority under section thirty-seven. 

• 
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(2) A person who contravenes subsection (1) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding two 
hundred thousand penalty units or to imprisonment for ten years, or 
to both . 

.(3) In addition to the penalty provided in subsection (1) the court 
before which a person is conVJcted of an offence under this section 
may order that any medicines in respect of which the offence is 
committed be forfeited to the State for destruction. 

41. (1) The Authority shall, with the approval of the Minister 
prepare a list of prescription only medicines which shall consist of 
!hose medicines which, subject to the provisions of this Act, ma:y be 
supplied or dispensed only under a prescription issued by an authonsed 
prescriber. 

(2) The Authority shall, with the approval oftheMinisterprei,are 
a list of pharmacy medicines which sfuill consist of those medicmcs 
which, subject to the provisions of this Act are not to be sold or 
supplied except by or under the supervision of a registered pharmacist 

(3) The Authority shall, with the approval of the Ministerprei,are 
a list of general sale medicines which shall consist of those medicmes 
which, subjectto the provisions of this Ac� may be sold or supplied 
without a prescription or the supervision or a registered pharmacist. 

( 4) A person shall not dispense, administer, supply, sell or offer 
any medicines on the prescriptio!' only medicine list or the phannacy 
medicine list unless t_hat_person is licensed, registered or exempted 
from theprovisi011s of this Part by.the Authority .. 

(5) The Minister may on the recommendation of the Board, by 
statutory !)rder,. ameµd or yary the prescription only medicines list, 
the pharmacy medicines list or the general sale medicines list referred 
to in this section. · · · · · 

42. (1) No medicinewhichis requiredio be sold byprescription 
only shall be sold or supplied to any person without a prescription. 

(2) For the purposes of this section an authorised prescriber shall 
prescribe medicines which under this Act are required to be dispensed 
only under a prescription by issuing a prescription which shall be in 
the prescribed form. 

(3) All prescriptions shall specify the medicine to be administered 
by reference to the generic, name of that medicine. 

(4) Subject to subsection (5), a prescription signed by a an 
authorised prescriber authorising the sale or supply ofa medicine 
shall not be dispensed on more than one occasion: 

Provided that if the prescription expressly directs that it may 
be dispensed on a specified number of occasions or at specified 
intervals in a specific period, it may be dispensed in accordance 
with that direction. 

(5) Notwithstanding the provisions of subsection ( 4), insulin and 
medicines for the treatment ofasthma or other such diseases as the 
Minister may, on the advice of the Authority, by regulations specify; 
may be sold or supplied any number of times under an initial 
prescription of a medical practitioner. 
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(6) In this section " authorised prescriber " means a medical 
practitioner, a dental surgeon, a veterinary surgeon or such otherperson 
as the Minister may, on the advice for the Authority, by statutory order, 
designate. 

(7) Where a generic medicine is prescribed under subsection (3) 
the registered pharmacist, or any person acting under the supervision 
of a registered pharmacist, to whom the prescription is presented shall 
dispense the generic medicine specified in that prescription unless such 
generic medicine is not available. 

(8) Any person who contravenes the provisions of subsection (I) 
commits an offence and shall be liable on conviction to a fine not 
exceeding one hundred thousand penalty units. 

Advertising 43. (1) A person shall not advertise medicines unless the 
of medicines advertisement conforms with the infonnati<'n submitted to obtain a 

licence under this Part. 
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(2) Medicine which is sold by prescription only shall not be 
advertised to the general public without the prior written authority of 
the Board. 

(3) In this section " advertisement" means any representation by 
any means whatsoever for the purpose of promoting directly or 
indirectly the sale or disposal of any medicine. 

( 4) A person who contravenes subsection (I) or (2) commits an 
offence and shall be liable, upon conviction, to a fine not exceeding 
one hundred thousand penalty units or to imprisonment to a term not 
exceeding five years, or to both. 

44. . Medicines shall be labelled in accordance with such regulations 
astheMinistermay,ontherecomrnendation oftheAuthority, prescribe. 

45. (!) A person shall not sell by retail or otherwise supply 
medicine in a place other than a pharmacy except with the wntten 
_authority of the Board. 

(2) Where the medicine is to be sold under subsection (I) in a 
place other than a pharmacy-

(a) it shall be sold in the original package labelled with­
(i) full instructions for use; 
(ii) contra-indications, warnings and precautions; and 

(b) the packaP.e shall be marked in a conspicuous way with the 
letters ' GS "representing generr.i sale. 

(3) Amedical practitioner dental surgeon or veterinary surgeon 
shall not sell any medicine or allied substance to any person unless it is 
in a package for an individual patients use only and under the 
supervision of a pharmacist 

(4) A wholesaler, manufacturer or imJ?or!er shall not sell any 
medicine to any person other than a pharmacist unless the medicine 1s 
for general sale. 

46. For the purpose of preventing the improper use of prescri11tion 
only medicines the Minister may, on the recommendation of the 
Authority, by regulations---- . . 

(a) provide for controlling the importation! exportation, sale, 
possession, distribution, use and label ing of prescnption 
only medicines; 

' ' 
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(b) excluding any prescription only medicine or preparation of 
such medicine from the operation of this Part; 

(c) prohibiting, regulating or restricting the manufacture of 
prescription only medicine; and 

( d) regulating the use by any medical practitioner, dental surgeon 
or veterinary surgeon of preparations containing a 
prescription only medicine and the dispensing of any such 
preparations. 

PARTVI 
HERBAL MEDICINES 

47. ( 1) A person shall not manufacture, export, import, distribute 
or sell herbal medicine unless that person has a licence issued by the 
Authority. 

(2) A person who intends to manufacture, �xport, import, 
distribute or sell herbal medicine may apply to the Authority for a 
licence. 

(3) An application under subsection (1) shall­
( a) be accompanied by a prescribed fee; 
(b) be in such form as the Minister may, by statutory instrument, 

prescribe; 
(c) specify-

(i) the name of the applicant; 
(ii) the principal place of business of the applicant; 
(iii) the type of herbal medicines the applicant intends 

to manufacture, export, import, distribute or sell; 
and 

(iv) such other details as the Minister may, on the advice 
of the Authority, by statutory instrument prescribe. 

48. The Minister may, on the recommendation of the Authority 
by statutory instrument, make regulations-

(aJ for the issue, renewal and revocation ofany licence issued 
under this part for the requirement of a herbal medicine 
product licence; 

(b) the form of, and the terms and conditions attaching to a licence 
relating to herbal medicines; 

(c) specifying the herbal medicines to which this part applies; 
( d) for the prescription ofherbal medicines; 
(e) relating to the use of herbal medicines for clinical trials on 

human beings or animals; 
(j) prescribing standards for herbal medicines; 
(g) stipulating standards for the production, packaging, storage 

and distribution of herbal medicines; 
(h) regulating the advertising, marketing and promotion ofherba! 

medicines; 
(i) prescnbing standards for herbal medicines; and 
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(j) prescribing anything which may be prescribed under this 
section in relation to herbal medicines. 

PARTVII 
CLINIC ThJALs AND .ANIMAL TESTS 

Clinical trials 49. (1) A person shall not sell, supply, assemble, manufacture or 
procure the sale, supply, manufacture or assembly of any medicine 
for purposes of a clinical trial unless that person is the holder of a 
product licence issued by the Authority, on such terms and conditions 
as the Authority may determine and which authorises that person to 
conduct clinical trials. 

(2) This section shall not apply to-
(a) anything done in a registered pharmacy, hospital or health 

centre by or under the supervision of a pharmacist in 
accordance with a prescription issued by a medical 
practitioner, dental surgeon, registered nurse, midwife or 
such other person duly authorised by the Minister; or 

(b) any person procuring, preparing or dispensing a medicine 
under the supervision ofa pharmacist in accordance with 
a prescription iss.ued by a medical practitioner. 

(2) A person who contravenes subsection (1) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding two 
hundred thousand penalty units or to imprisonment to a term not 
exceeding twenty-five years, orto both. 

Animal 50. (1 )A person shall not sell, supply, manufacture or assemble 
clinical trials or procure the sale, supply, manufacture or assembly of any medicine 

for purposes ofanimal clinical trials unless that person is the holder 
of a product licence issued by the Authority, on such terms and 
conditions as the Authority may determine and which authorises that 
person to conduct animal clinical trials. 

(2) This section shall not apply to-
(a) anything done in a veterinary surgery, registered pharmacy, 

hospital or health centre by, or under the supervision of, a 
pharmacist in accordance with a prescription issued by a 
veterinary surgeon; or 

(b) any person procuring, preparing or dispensing a medicine 
under the supervision of a pharmacist in accordance with 
a prescription issued by a veterinary surgeon. 

(3) A person who contravenes subsection (1) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding fifty 
thousand penalty units or to imprisonment to a term not exceeding 
five years, or to both. 
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51. An application for a clinical trial certificate or an animal test 
certificate shall be made to the Authority and shall be accompanied 
by such documents and information as the Minister may, on the 
recommendation of the Authority, prescribe. 

52. (1) lfthe Authority is satisfied that the applicant is a fit and 
proper person to conduct clinical trials or animal clinical trials and 
that the premises in which the applicant proposes to carry on such 
trials or tests are suitable, the Authority may, upon payment of the 
prescribed fee, issue to the applicant a clinical 1rial certificate or an 
animal clinical trial certificate as the case may be. 

(2) A certificate granted under this section shall authorise the 
applicantto conduct clinical trials or animal tests in accordance with 
the provisions of this Act upon the premises and shall be valid for a 
period of one year from the date of issue. 

(3) A certificate granted under this section may be renewed upon 
application. 

( 4) The Authority may refuse to issue a certificate under this Part 
or may revoke such certificate granted if, in the opinion of the 
Authority the applicant is not fit to be granted a certificate or the 
Authority is not satisfied with the premises upon which the business 
will be carried on. 

53. (I) Any person aggrieved by the decision of the Authority 
not to grant the person a clinic trial certificate or an animal test 
certificate may, within thirty days ofreceiving the notification of 
refusal, appeal to the Minister. 

(2) Any person aggrieved by the decision of the Minister not to 
grant the person a certificate under this section may, within thirty 
days ofreceiving the notification ofrefusal, appeal to the High Court. 

54. (I) The Authority may suspend or revoke a certificate issued 
under section fifty-twa-

(a) if the person to whom such licence is issued conducts such 
clinical trial or animal test in a manner which poses a risk 
to public health; 

(b) if for any other reason the Authority is not satisfied with 
the manner in which any clinical trial or animal test.is 
conducted; 

(c) ifit is established that the medicine is toxic; or 
(d) if the clinical trial results in loss oflife. 
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PARTVIII 
POISONS 

55. The Minister shall, on the recommendation of the Authority, 
by regulations, prepare a list comprising of substances which are to be 
treated as poisons under this Act. 

56. The Minister shall, on the recommendation of the Authority, 
by statutory instrument, make regulations for the control, manufacture, 
importation, exportation, storage, distribution, sale, supply and use of 
poisons. 

PART IX 
THE NATIONAL DRUG QUALITY CoNTRoLLAOORATORY 

57. There is hereby established the National Drug Quality Control 
Laboratory which shall be managed by the Authority and which shall 
facilitate the regulation of medicines and allied substances under this 
Act 

58. (I) The Authority shall use the Laboratory-
(a) to verify the safety, quality and efficacy of medicines, herbal 

. medicine, allied substances and poisons which are 
manufactured or imported into the country by persons who 
are licenced under this Act; 

(bf to analyse and conduct research on herbal medicines, allied 
substances and poisons; 

(c) to provide laboratory services to the general public; 
( d) to provide practical training for personnel in the analysis of 

medicines, herbal medicines, and allied substances; 

(e) to perform such other functions relating to the analysis of 
medicines, herbal medicines, allied substances or poisons 
as it considers necessary. 

(2) The Authority shall charge such fees for any analysis of 
medicines or services provided by the Laboratory as the Authority 
may determine. 

(3) The Authority shall appoint a Director for the Laboratory who 
shall be responsible for the day to day administration of the Laboratory. 

(4) The Authority shall appoint such number of pharmaceutical 
analysts as it may consider necessary for purposes of performing its 
functions under this section. · · 
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PARTX 
INSPECTIONS 

59. (1) In order to ensure compliance with the provisions of this Appointment 

Act, the Authority shall appoint inspectors to monitor, inspect and of 
enforce the provisions of this Act. inspector.a 

(2) The Authority shall issue an identity card to each inspector. 
(3) Any inspector carrying out any function under this Act shall on 

demand by any person who is affected by the inspector's exercise of 
power, produce for inspection the identity card referred to in subsection 
(2). 

60. (1) An inspector shall have power on production of an identity 
card issued to the inspector under section fifty-nine, to enter the 
premises ofa person carrying on the business ofa manufacturer, seller 
·or distributor of any medicines, herbal m�dicines or allied &ubstances 
and to demand the production of, and to inspect, any books or 
documents relating to the manufacture, sale or distribution of such 
medicines, herbal medicines or allied substances and to inspect any 
stocks of any such medicines, herbal medicines or allied substan�s. 

(2). . An inspect(/; may take as �y samples of a medicine, herbal 
meoicine, therapeutic substance or allied substances as may be 
necessary for the purpose of testing, examination or analysis, without 
payment and with or without a warrant. 

(3) If a magistrate is satisfied by information on oath that there is 
reasonable ground for suspecting--

(a) that any medicines, herbal medicines or allied substances are 
in contravention of the provisions of this Act or any 
regulations made under the Act, in the possession or under 
the control of a person in any premises, place, aircraft, 
boat, train or other vehicle of whatever description; or· 

(b) that a document directly or indirectly relating to, or connected 
with, a transaction or dealing which would if carried out 
be, an offence under this Act, is in the possession, or under 
the control, of a person in any premises, place, aircraft, 
boat, train or other vehicle of whatever description; 

the magistrate may grant a search warrant authorising any inspector, 
customs officer or police officer named in the warrant, at auy time or 
times within one month from the date of the warrant, to enter, ifneed 
be by force, such premises, place, aircraft, boat, train or other vehicle, 
as the case may be, and to search the same and any persons found in 
such premises, place, aircraft, boat, train or other vehicle. 

Powers of 
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(4) Ifthere is reasonable ground for suspecting that an offence 
under this Act has been committed in relation to any medicines, herbal 
medicines or allied substances which may be found in any J;>remises, 
place, aircraft, boat, train or other vehicle entered under this section 
or in the possession of any persons, or that a document which may be 
found is a document referred to in paragraph (b) of subsection (2), to 
seize and detain those medicines, herbal medicines or allied substances 
or that d?cument as the case may be. 

(5) Any person who wilfully delays or obstructs an inspector or 
other person in the exercise of that inspector or other person's powers 
under this section or fails to produce or conceals or attempts to conceal, 
any books, stocks, medicines, herbal medicines or allied substances, 
commits an offence and shall be liable, upon conviction, to a fine not 
exceeding fif'ty thousand penalty units or to imprisonment for a term 
not exceeding three years, or to both. 

61. Each inspector shall furnish the Authority with such reports 
and other information relating tci an inspection as the Authority may 
direct. 

PARTXI 
GENERAL PROVISIONS 

61 A. Notwithstanding the provisions of the Patents Act or of any 
other written law, where the Minister declares a national health disaster 
the Authority may authorire a manufacturer to manufacture, locally, a 
generic formulation of a medicine notwithstanding that a patent in 
respect of that medicine has been issued in Zambia or in another 
colilltry. 

62. (I) A person shall not sell any cosmetic that-
(a) has in orupon it any substance that may cause injury to the 

health of the user when the cosmetic is used-
(i) according to the direction on the label, of or 

accompanying, such cosmetic; or 
(ii) for such purposes and by such methods of use as 

are customary or usual therefor; or 
(b) consists in whole or in part of any filthy, rotten, decomposed 

or diseased substance or of any injurious foreign matter; 
or 

(c) was pr7Pared, preserved, packed or stored under insanitary 
condition. 

(2) A person who contravenes subsection (!) commits an offence 
and shall be liable, upon conviction, to a fine not exceeding fifty 
thousand penalty units·or to imprisonment to a term ofnot less than 
eighteen months but not exceeding five years, or to both. 

63. WhereanoffenceunderthisAct iscm1mittedby acorporation 
every director or seniorofficer of that corporation shall be liable, upon 
conviction, as if such director or senior officer had been personally 
guilty of the offence unless such director or senior officer proves to 
the satisfaction of the court that the act constituting an offence under 

:: I 

• 
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this Act was done without the knowledge, consent or connivance of 
that director or senior officer or that such director or senior officer 
took reasonable steps to prevent the commission of the offence. 

64. (!)  The Minister may, on the recommendation of the Regulations 
Authority, by statutory instrument, make regulations for the proper 
carrying into effect of the provisions of this Act. 

(2) In particular and without prejudice to the generality of the 
foregoing, the regulations under subsection (!) may make provision 
for-

(a) prohibiting, regulating or restricting the manufacture or 
importation of pharmaceutical preparations and prescription 
only medicines; 

(b) prescribing standards for pharmacies, including their 
operation and the maintenance, space, equipment and 
facilities required for pharmacies; 

(c ) the safe custody and storage of medicines and allied 
substances; 

(d) prescribing the conditions to be satisfied by an applicant for 
a pharmacy registration certificate; 

(f) the compounding of prescriptions and the dispensing of 
medicines or allied substances by medical practitioners, 
dentists, veterinary swgeons and the conditions under which 
such compounding and dispensing of medicines may be 
carried out; 

(g) prescribing the records to be keptby registered pharmacists 
and registered pharmacies and the length of time they shall 
be kept; 

(h) the advertising, promotion and labelling of medicines and 
allied substances; 

(i) the handling of donated medicines; 
(j) the disposal ofobsolete, expired or unwanted medicines in 

consultation with the Environmental Council of Zambia; 
(k) prescribing standards for medicines and allied substances; 
(/) prohibiting the supply or sale of counterfeit, adulterated or 

substandard medicines; 
(m) prescribing the period for which any books ·or registers 

required to be kept for the purposes of this Acrare to be 
preserved; 

(n) prescribing the fees to be paid for registration certificates 
and licences under this Act; 



122 No. 14 of 2004] Pharmaceutical 

Repeal of 
Part IlB, C 
and D of the 
Food and 
Drugs Act 
Cap.303 

Repeal of 
Pharmacy 
and Poisons 
Act and 
Therapeutic 
Substances 
Act and 
transitional 
provisions 
Cap.299 
Cap.310 

Seal of 
Authority 

(o) restrict the number and location of entry points through which 
medicines or allied substances may be imported or exported; 

(p) schedules of medicines within categories; or 

(q) for prescribing anything which is by thisAct to be prescribed. 
65. Divisions B, C and D of Part Il of the Food and Drugs Act 

are hereby repealed. 

66. (!) ThePharmacyandPoisonsAct, !940and theTherapeutic 
SubstancesA�t , 1968 are hereby repealed. 

(2) Notwithstanding the repeal of the Pharmacy and Poisons Act 
and the Therapeutic Substances Act referred to in subsection (I), any 
subsidiary legislation made under those Acts in force immediately before 
the commencement of this Act-

( a) shall remain in force unless inconsistent with this Act and be 
deemed to be subsidiary legislation under this Act; 

(b) may be replaced, amended or repealed by subsidiary 

legislation made under this Act; 
(c). any regulation, order, notice or direction made or given and 

in force, immediately before the commencement of this 
Act, under those Acts shall, unless contrary to this Act, 
continue in force until revoked, as if made or given under 
thisAct. 

(3) Notwithstanding the repeal of the Pharmacy and Poisons Act, 
any pharmacy premises or medicine registered by the Pharmacy and 
Poisons Board under that Act shall continue to operate as though 
registered by the Authority under this Act. 

( 4) The Secoqd Schedule shall have effe<:t in relation to transitional 
provisions in respect of the Pharmacy and Poisons Board. 

FIRST SCHEDULE 
(Section 4 (2)) 

PART! 
AoMINISTIW10N OF AUfHDRTIY 

1. (1) The seal of the Authority shall be such device as maybe 
determined by the Authority and shall be kept by the Secretary. 

(2) The affixing of the seal shall be authenticated by the 
Chairperson or the Vice-Chairperson and the Secretary or any other 
person authorised in that behalf by a resolution of the Board. 

'1, 
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(3) Any contract or instrument which, if entered into or executed 
by a person not being a body corporate, would not be required to be 
under seal, may be entered into or executed without seal on behalf of 
the Authority by the Secretary or any other person generally or 
sp·ecifically authorised by the Board in that behalf. 

( 4) Any document purporting to be a document under the seal of 
the Authority or issued on behalfof the Authority shall be received in 
evidence and shall be deemed to be so executed or issued, as the case 
may be, without further proof, unless the contrary is proved. 

2. (1) Subjectto the other provisions of this Act, a memberofthe 
Board shall hold office for a period of three years from the date. of 
appointment and shall be eligible for re-appointment for one further 
term of three years. 

(2) A member may resign upon giving one month's notice, in 
writing, to the organisation which nominated the member and to the 
Mjriister. 

. . 

(3) The office of the �emb�-shaU beco�1-;vacant-
• • .a • ' • • , I • • 

(a) upon the member's death; 
·'� ' . .  

(b) Ifthememberisabsenfwithoutreasoriableexcuse'iromthree 
consecutive meetings oftlie Board of which the member 
has had notice; ' · · · · 

(c) on ceasing to be a represeiiiative or'the organisation which 
· noiirlnated the �ember; · 

(d) if the member becomes mentally or physically incapab\e of 
performing the duties of a member; or 

(e) if the member is declared bankrupt. 
(4) Ontheexpirationoftheperiodforwhichamemberis appointed 

the member shall continue to hold office until a successor has been 
appointed but in no case shall the further period exceed_ four months, 

3. Whenever the office of a member becomes vacant before the 
expiry of the term of office the Minister may appoint another member 
in place of the member who vacates office but such member shall 
hold office only for the unexpired part of the term. 

4. (I) Subjectto the other provisions of this Act, the Board may 
regulate its own procedure. 

(2) The Board shall meet for the transaction of business atleast 
once every three months at such places and times as the Chairperson 
may determine. 
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(3) The Chairperson may, upon giving notice of not less than 
fourteen days, call a meeting of the Board and shall call a special 
meeting to be held within fourteen days of receipt ofa written request 
to the Chairperson by at least five members of the Board. 

(4) If the urgency of any particular matter does not permit the 
giving of such notice as is required under subparagraph (3), a special 
meeting may be called by the Chaiiperson , upon giving a shorternotice. 

(5) Nine members of the Board shall form a quomm at any 
meeting of the Board. 

provided that at least one of the members present shall be a 
pharmacist. 

(6) There shall preside at any meeting of the Board­
( a) the Chaiiperson; and 
(b) in the absence of the Chaiiperson the Vice-Chairperson, and 

in the absence oftheChaiiperson and the Vice-Chaiiperson 
such member as the members present may elect for the 
purpose of that meeting. 

(7) A decision of the Board on any question shall be by a majority 
ofthe·members present and voting at the meeting and in the event of 
an equality of votes, the person presiding at the meeting shall have a 
casti_ng vote in addition to the deliberative vote. 

(8) The Board may invite any person, Y,hose presence is in its 
---opinion desirable, to attend and to participate in the deliberations of 

the meeting of the Board but such person shall have no vote. 
(9) The validity ofanyproceedings, act or decision of the Board 

shall not be affected by any vacancy in the membership of the Board 
or by any defect in the appointment of any member or by reason that 
any person not entitled to do so took part in the proceedings. 

Allowances 5. The members of the Board or any committee shall be paid such 
formembers allowances as the Board may, with the approval of the Minister, 

determine. 
Disclosure of 6. (1) lfa member or person is present at a meeting of the Board 
interest or any committee of the Board at which any matter is the subject of 

consideration in which matter the member or persc,n or the member 
orperson's spouse is directly or indirectly interested in a private capacity 
the member or person shall as soon as is practicable after the 
commencement of the meeting, declare such interest and shall not, 
unless the Board or the committee otherwise directs, take part in any 
consideration or discussion of, or vote on, any question touching that 
matter. 

(2) A declaration of interest made under this paragraph shall be 
recorded in the minutes of the meeting at whi�h it is made. 

. 

. 
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7. (I) A person shall not, without the consent in writing given by, 
or on behalf of, the Authority, publish or disclose to any person 
otherwise than in the course of duties, the contents of any documents, 
communication, or information which relates to, and which has come 
to that person's knowledge in the course of duties under this Act. 

(2) Any person who knowingly contravenes the provisions of 
subsection (I) commits an offence and shall be liable, uponconviction, 
to a fine not exceeding ten thousand penalty units or to imp:·isonment 
for a period not exceeding three months, or to both. 

PARTII 
FINANCIAL PROVJSIONS 

8. (1) The funds of the Authority shall consist of such moneys as 
may-

(a) be appropriated to the Authority by Parliament for the 
purposes ofthe Authority; 

(b) be paid to the Authority by way of fees, grants or donations; 
and 

(c) otherwise vest in or accrue to the Authority. 
(2) The Authoritymay-

(a) accept moneys by way of grants or donations from any source 
in Zambia and subject to the approval of the Minister, from 
any source outside Zambia; 

(b) subjectto the approval of the Minister, raise byway ofloans 
or otherwise, such moneys as it may require for the 
discharge of its functions; and 

(c) in accordance with the regulations made under this Act, 
charge fees for services provided by the Authority. 

(3) There shall be paid from the funds ofthe Authority-
(aJ salaries, allowances, loans, gratuities and pensions of staff 

ofthe Authority and other payments for the recruitment 
and retention of staff; 

(b) such reasonable travelling and subsistence allowances for 
members and members of any committee of the Authority 
when engaged on the business of the Authority and at such 
rates as the Authority may, with the approval of the Minister, 
detennine; and· 

(c) any other expenses incurred by the Authority in the 
performance of its functions. 

(4) The Authoritymay after the approval of the Minister invest in 
such manner as it thinks fit such ofits funds as it does not immediately 
require for t!ie' discharge of its functions. 
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9. The financial year of the Authority shall be the period of twelve 
months ending on 3 I st Decemberof each year. 

10. (I) The Authority shall cause to be kept proper books of 
account and other records relating to its accounts. 

(2) The accounts of the Authority shall be audited annually by 
independent auditors appointed by the Authority, subject to the 
approval of the Minister. 

(3) The auditor's fees shall be paid by the Authority. 
11. (I) As soon as practicable, but not later than ninety days 

after the end of the financial year, the Authority shall submit to the 
Minister a report concerning its activities during the fmancial year. 

(2) The report referred to in subsection (I) shall include 
information on the fmancial affairs of the Authority and there shall be 
appended to the report-

(a) an audited balance sheet; 
(b) an audited statement of income and expenditure; and 
(c) such other information as the Minister may require. 

(3) The Minister shall not later than seven days after the first sitting 
of the NaµonalAssemblynext afterreceipt of the report referred to in 
sub-paragraph (1), lay the report before the National Assembly. 

SECOND SCHEDULE 
(Section 66 (4)) 

SAVINGS AND TRANSITIONAL PROVISIONS IN RELATION TO TIIE PHARMACY 

AND POISONS BOARD 

1. On the appointed date, refertnce in any written law or any 
other legal document to the Pharmacy and Poisons Board shall be 
read and construed as references to the Authority established by section 
three of this Act. 

2, The Pharmacy and Poisons Board constituted pursuant to 
section three of the Pharmacy and Poisons Act shall, pending the 
appointment of the Board under this Act, continue in office for a 
period of three months from the appointed date. 

3. (!) ·On or after the appointed date, there shall be transferred 
to, and vest in, or subsist against, the Authority by virtue of this Act 
and without further assurance--

( a) the affairs of the Pharmacy and Poisons Board; and 
(b) subject to thi�Act, all property, rights and obligations which 

immediately before the appointed date were the property, 
rights and obligations of the Pharmacy and Poisons Board. 

• 

. .... -. .  
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(2) Except as provided in this Act, every deed, bond and agreement 
( other than an agreement for personal service) to which the 
Government was a party immediately before the commencement of 
this Act in respect of the Pharmacy and Poisons Board, whether in 
writing ornot, and whether ornot of such a nature that rights, liabilities 
and obligations thereunder could be assigned, shall, unless its subject­
matter or tenns make it impossible that it should have effect as modified 
in the manner provided by this subsection, have effect as from the 
da\e of the assignment thereof, as if-

( a) the Authority had been a party thereto; 
(b) for any reference to the Government there were substituted, 

as respects anything falling to be done on or after the 
appointed date, a reference to the Authority; and 

(c) for any reference to any officer of the Pharmacy and Poisons 
Board not being a party thereto and beneficially interested 
therein there were substituted, as respects anything falling 
to be done on or after commencement of this Act, or 
reference to such officer of the Authority as the Authority 
shall designate . 

(3) Subject to the provisions of subsection (2), documents, other 
than those referred to therein, which refer specifically or generally to 
the Pharmacy and Poisons Board shall be construed in accordance 
with subsection (2) as far as applicable. 

3. ( 1) Where under this Act, any property, rights, liabilities and 
obligations of the Government through the Pharmacy and Poisons 
Board are deemed transferred to the Authority in respect of which 
transfer a written law provides for registration, the Authority shall 
make an application in writing to the appropriate authority for 
registration of the transfer. 

(2) The registration authority referred to in subsection {l) shall 
make such entries in the appropriate register as shall give effect to 
such transfer and, where applicable, issue to the transferee concerned 
a certificate of title in respect of the property or make necessary 
amendments to the register, as the case may be, and shall make 
endorsement on the deeds relating to the title, right or obligation 
concerned; and no registration fees, stamp duty or other duties shall 
be payable in respect thereof. 

4. (1) Without prejudice to the otherprovisions of this Act, where 
any right, liability or obligation vests in the Authority by virtue of this 
Act, the Authority and all other persons shall, as from the 
commencernentofthisAct,havethesamerights,powersandremeclies 
( and in particular the same rights as to the instituting or defending of 
legal proceedings or the making or resisting of applications to any 
authority) for ascertaining, perfecting that right, liability orobligation 
as they would have had if it had at all times been a right, liability or 
obligation of the Authority. 
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(2) Any legal proceedings or application of any authority pending 
immediately before the commencement of this Act by or against the 
Government in respect of the Pharmacy and Poisons Board may be 
continued by or against the Authority. 

(3) After the commencement of this Act, proceedings in respect 
of any right, liability or obligation which was vested in, held, enjoyed, 
incurred or suffered by the Government in respect of the Pharmacy 
and Poisons Board may be instituted by or against the Authority. 

5. (I) On or after the appointed date, the Authority shall on such 
terms and conditions as it may, with the approval of the Minister, 
determine appoint as officers of the Authority such employees of, or 
public officers from, the Pharmacy and Poisons Board as may be 
necessary for the performance of the functions of the Authority. 

(2) Where an officer from the Public Service is appointed to the 
service of the Authority-

( a) the terms and conditions of service with the Authority shall 
not be less favourable than those the officer enjoyed in 
the Public Ser'lice; and 

(b) the officer shall be deemed to have retired under section 
thirty-nine of the Public Service Pensions Act. 

(3) On or after the appointed date employ�es of the Pharmacy and 
Poisons Board who are not engaged by the Authority under 
subsection (2) shall be retained by the Government and shall-

(a) be redeployed in the service of the Government; or 
(b) be retired under section thirty-nine of the Public Service 

Pensions Act. 

• 


