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(; ENERAI.  EXPI,ANATORY  NOTE:

[ 1 Words  in bold type in square brw kets indicate omissions from
existing enactments.

Words underlined with a solid  line indicate insertions in
existing enticements.

.. . . . . . . . .. ,.,.. -,- BILL ~
Tti provide for the regulation and registration of me{ ‘icines intended for human
and for animal use; for the regulation and registration of medical devices; for the
establishment of the South African Medicines and h ledical Devices Regulatory

Authority; _for the control of orthodox medicines, complementary medicines,
veterinary rnedlcines, scheduled substances and medicd  devices; for the control of

persons who may compound and dispense orthodox medicines, complementary
medicines and veterinary medicines; for the repeal of the Medicines and Related
Substances Control Act, 1965; the amendment of the Fertilizers, Farm Feeds,
Agricultural Remedies and Stock Remedies Act, 1947 and for matters incidental
thereto.

BE IT ENACTED by the Parliament of the Republic c t’ South Africa, as t’ollows:—
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CHAPTER 1 25

INTRODUCTORY PROVISIONS

Definitions

1. In this Act, unless the context indicates otherwise– -
“advertisement”, in relation to any orthodox medicine, complementary medicine,
veterinary medicine, medical device or Scheduled wrbstance, means any written, 30
pictorial, visual or other descriptive matter or verb: 1 statement or reference—
(a) appearing in any newspaper, magazine, pampl  let or other publication; or
(b) distributed to members of the public; or
(c) brought to the notice of members of the public in any manner whatsoever,

which is intended to promote the sale of that or .hodox medicine, complemen-  35
tary medicine, veterinary medicine, medical d wice or Scheduled substance;
and “advertise” has a corresponding meaning

“adverse event, or adverse drug event” means an u lintended deleterious effect of
a medicine when used in usual dosage;
“analyst” means an analyst to whom authority has I )een granted under section 37; 40
“approved name” in relation to a medicine, means d e international nonproprietary
name (INN) of such medicine or, where no such narr.e exists such other name as the
Board may determine, not being a brand or trade n lme registered in terms of the
Trade Marks Act, 1993 (Act No. 194 of 1993);
“Appeal Board”’ means the Appeal Board appointe.1  in terms of section 26(1); 45
“audit committee” means the audit committee appointed  in terms of section 19(3);
“Auditor-General” means the person who in terms {If item 20 of Schedule 6 to the
Constitution continues to function and to hold otli :e under the Auditor-Gen&al
Act, 1995 (Act No 12 of 1995) or is appointed as suc 1 in terms of section 193 of the
Constitution: 50
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“Authority” means the South African Medicines am! Medical Devices Regulatory
Authority established by section 2;
“Board’”  means the Board appointed in terms of se( tion 6(1);
“Chief Executi\e  officer’” means the Chief Executiv:  Otlicer appointed in terms of
section 16(2); 5
“complementary medicine” means any substanc. or mixture of substances,
which—
(a) originates from a plant, mineral, or animal, a ld which may be, but is not

limited to, being classified as herbal, homeopa hit, ayurvedic or nutritional;
and 10

(b) is used or intended to be used for, or manuf:.ctured  or sold for use in, or
purported to be useful in, complementing the Ilealing  power of a human or
animal body or for which there is a claim regarding its effect in complement-
ing the healing power of a human or animal body in the treatment,
modification, alleviation or prevention of di ;ease, abnormal physical or 15
mental state or the symptoms thereof in a hum in being or animal: and

(c) is used in, but not limited to, the discipline! of Western herbal, African
traditional, traditional Chinese, Homeo ~athy, Ayurveda, Unani,
Antroposophy, Aromatherapy and Nutritional s lpplementation;  or

(d) because of its origin, intended use or use in a di ;cipline, is determined by the 20
Authority, by notice in the Gazette, to be a con elementary medicine;

“Constitutic)n”  means the Constitution of the Repub’ic of South Africa, 1996 (Act
No 108  Of 1996);
“day” means calendar day;
“dentist” means a person registered as such uncsr the Medical, Dental and 25
Supplementary Health Service Professions Act, 197 i (Act No, 56 of 1974):
“department” means the Department of Health, or in relation to a matter
concerning veterinary medicines, means the De~ artment of Health and the
Department of Agriculture;
“Director-General” means the Director-General of H;alth or, in relation to a matter 30
concerning veterinary medicines, means the Direct x-General:  Health acting in
consultation with the Director-General of Agriculture;;
“dispensing” means the interpretation and evalu Ition of a prescription, the
selection, manipulation of the medicine, the Iabelling md supply of medicines in an
appropriate container and the provision of informatim  and instructions to ensure 35
the safe and etiective use of a medicine by a pa ient, and “dispense” has a
corresponding meaning;
“export” includes deliver or supply within the R :public for dispatch to any
destination outside the Republic;
“hospital” means any institution established as a h, tspital  or a nursing home or 40
registered as such in terms of any law;
“immediate container”, in relation to an orthodo c medicine, complementary
medicine, veterinary medicine, or scheduled substanc:,  means a container which is
in direct contact with the medicine, complementary n edicine, veterinary medicine
or substance; 45
“immediate family member”, in relation to any ]~erson, means that person’s
spouse, parent, child, brother or sister;
“inspector” means a person designated as such uncle r section 40;
“label”, when used as a verb, means brand, marl. or otherwise designate or
describe, and when used m a noun, means any bri.nd  or mark or any written, 50
pictorial or other descriptive matter appearing on or attached to or packed with and
referring to any article or the package containing an) article;
“manufacture” means all operations including purchi.sing of material, processing,
production, packaging, quality control, release and storage of medicinal products
and reltited control; 55
‘<medical device” or “device” means any instn ment, appliance, material,
machine, apparatus, implant or diagnostic reagent c r any other article, whether
used alone or in combination, including softw~ir:  necessary for its proper
application used for or purporting to be suitable for us!:  or manufactured or sold for
use in or on a human or animal body- 60
(i) in the diagnosis. prevention, monitoring, treatm mt or alleviation of disease:

or



(ii)

(iii)

(iv)

10

in di~gnosis, monitoring, treatment, alleviatif  m of or compensation for an
injury or handicap; or
in investigation, replacement or modificati  m of the anatomy or of a
physiological process; or
in the diagnosis of pregnancy, or the control c f conception or termination of
pregnancy;

and which does not achieve its principal intended a~tion  in or on the human body
by chemical, pharmacological, immunological or m >tabolic means, but which may
be assisted in its function by such means;
“medical practitioner” means a person registered. as such under the Medical,
Dental and Supplementary Health Service Professi, ms Act, 1974 and includes an
intern registered under that Act;
“Medicines Act” means the Medicines and Related Substances Control Act, 1965
(Act No. 101 of 1965);
“Minister” means the Minister of Health or in rt Iation to a matter concerning
veterinary medicines, means the Minister of Health acting in consultation with the
Minister of Agriculture;
“orthodox medicine” or “medicine” means al Iy substance or “mixture of
substances intended to be used by, or administered t], human beings for any of the
following thempeutic purposes:
((l)

(b)

(c)

treating, preventing or alleviating symptoms 01 disease, abnormal physical or
mental state or the symptoms thereofi
diagnosing disease or ascertaining the exis[ence,  degree or extent of a
physiological condition;
otherwise preventing or interfering with the normal operation of physiological
function, whether permanently or temporarily and whether by way of
terminating, reducing, postponing or increasing:; or accelerating the operajion
of that function;

“nurse” means a person registered as a nurse under t le Nursing Act, 197,8 (Act No.
50 of 1978);
“package” means anything in or by which any medicine, complementary.
veterinary medicines or scheduled substance is en.:losed, covered, contained or
packed;
“pathologist” means a pathologist to whom auth )rity has been granted under
section 37;
“pharmacist”, means a person registered as such L rider the Pharmacy Act, 1974
(Act No. 53 of i 974);
“pharmacist intern”, means a person registered as ,uch under the Pharmacy Act,
1974; .

“pharmacy .support  personnel” means the various categories of support personnel
as prescribed and registered m such under the Phar nacy Act 1974 and includes a
pharmacist’s assistant registered under the Act;
“phm-maco-vigil ance” means the active collectio ), detection, assessment and
prevention of adverse drug events;
“practitioner”, means a person registered as su :h under the Chiropractors,
Homeopaths and Allied Health Service Professions 1 ct. 1982 (Act No 63 of 1982);
“prescribe” means prescribed by regulation;
“register”, when used as a noun. means the registel referred to in section 24, and
when used as a verb, means enter in the register;
“regulation”. means a regulation made under this P et;
“Scheduled substance”, means any medicine or oth :r substance prescribed under
section 3 I;
“sell” means sell by wholesale or retail and includes import, offer, advertise, keep,
transmit, consign, convey or deliver for sale or auth )rize, direct or allow a sale or
prepare or possess for purposes of sale, or exchange Jr supply or dispose of to any
person whether for a consideration or otherwise; md “sale” and “sold” have
corresponding meanings;
“spouse”. includes a person with whom one lives a if they were married or with
whom one habitually cohabits:
“stock remedy”. means any substance or mixture ~f substances registered as a
stock remedy in terms of the Stock Remedies Act; “
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“Stock Remedies Act”, means the Fertilizers, Far n Feeds, Agricultural Remedies
and Stock Remedies Act, 1947 (Act No 36 of 19z 7);
“this Act” includes the regulations;
“veterinarian” means a person registered or dee ned to be registered under the
Veterinary and Para-Veterinary Professions Act, 1 X32 (Act No. 39 of 1982);
“veterinary medicine” means any substance or m xture of substances intended or
manufactured for use in connection with anil nals for diagnosis, treatment,
alleviation, modification or prevention of disease 1 m unhealthy physical condition,
for the improvement of growth, production or w xking  capacity, for the lasting
capacity of carcasses, for curing, correcting or mo{  ifying behaviour  or for humane
euthanasia, but does not include feedstuffs.

CHAPTER II

SOUTH AFRICAN MEDICINES AND MEDICAI  . DEVICES REGULATORY
AUTHORITY

Establishment of South African Medicines and Medical Devices Regulatory
Authority

2. ( I ) The South African Medicines and Medical I levices Regulatory Authority is
hereby established.

(2) The Authority is a juristic person.
(3) The Authority must be independent and impaj tial in the petiormance of its

functions.
(4) (a) The Minister may by notice in the Gazer?e i ;sue policy consistent with the

objects mentioned in section 5.
(b) The Minister must, before policy contemplated i 1 paragraph (a) is issued—

(i)
(ii)

.-.
consult the Authority; and -

in order to obtain a view of interested 1 wsons,  cause the text of such
policy to be published in the Gazette  togrther  with a notice declaring the
Minister’s intention to issue that policy md invite interested persons to
lodge written representations in relatio!l to the policy in the manner
specified in such notice within 30 days frx m the date of the notice or such
other period as the Minister may determ. ne.

(c) pardgraph  (b) does not apply in respect of any alteration by the Minister of a
policy in consequence of comments or representations received by the Minister pursuant
to consultation or publication in terms of that paragrapt  .

(d) A policy issued under this section maybe amend, d, withdrawn or substituted by
the Minister, and this section applies, with the necessary changes required by the
context, in relation to any such amendment, withdrawal or substitution.

(5) The management of the affairs of the Authority m Jst be conducted by the Board.
(6) The Board must manage the affairs of the Aut lority in accordance with the

policies determined by the Minister.
(7) The Authority must perform its functions in accc -dance with this Act.
(8) The Board may, and at the request of the Minister must, provide the Minister with

advice on any matter dealt with by this Act.

Vesting of certain rights and obligations in respect o“ property in Authority

3. All the rights and obligations of the State and of the Medicines Control Council, in
respect of all the movable property that was immediately prior to the commencement of
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this Act used exclusively in connection with the woi k performed by the officers and
employees of the State for the purposes of the funt tions of the Medicines Control
Council and in the case of stock remedies, the Regi mar of Fertilizers, Farm Feeds,
Agricultural Remedies and Stock Remedies vest, without any liability to pay
compensation, in the Authority. 5

Vesting of certain State property in Authority

4. All movable State property that was immediate’ prior to the commencement of
this Act used exclusively for the purposes and func [ions of the Medicines Control
Council, the Directorate: Medicines Administration al-d in the case of stock remedies,
the Registrar of Fertilizers, Farm Feeds, Agricultural Remedies and Stock Remedies 10
vest, without any liability to pay compensation, in the Authority.

Objects and functions of South African Medicines a id Medical Devices Regulatory
Authority

5. The primary object of the South African M :dicines and Medical Devices
Regulatory Authority is, subject to the provisions of this Act, to provide for the 15
monitoring, evaluation, regulation, investigation, inspection, registration and control of
medicines, complementary medicines, veterinary medi ;ines, clinical trials and medical
devices and related matters in the public interest, and or that purpose it must—

(a) ensure the eficient,  effective and ethical evaluation and registration of
medicines, complementary medicines, veteri nary medicines and devices that 20
meet defined standards of quality, safety ant! efficacy;

(h) ensure that the process of evaluating and registering medicines, complemen-
tary medicines, veterinary medicines and ~ ievices is, subject to this Act,
transparent, fair, objective and concluded tir Ieously;

(c) ensure the periodic re-assessment and monit  lring of medicines, complemen-  25
tary medicines, veterinary medicines and de ‘ices;

(d) ensure that evidence of existing and ne~’ adverse events, interactions,
information about pharmaco-vigilance is bei lg monitored globally, analysed
and acted upon;

(e) ensure that compliance with existing Iegilation  is being promoted and 30
controlled through a process of active inspection and investigation; and

(~) ensure that clinical trial protocols are being issessed  according to prescribed
ethical and professional criteria and defined itandards.

Constitution of Board

6. (1) The Minister must within six months after th~ date of commencement of this 35
Act, appoint a Board which consists of—

(a) a chairperson;
(b) a vice-chairperson;
(c) a person representing the Minister of Agriculture;
(d) a person representing the Minister; and 40
(e) no fewer than five, but not more than eleven o her persons as the Minister may

determine.
(2) The Board must, in consultation with the h linister, appoint an executive

committee from among its members, which mus consist of the chairperson,
vice-chairperson and no more than three other memk ers, one of whom must be the 45
Board member representing the Minister of Agriculturti:.

(3) The Minister must determine whether a personal pointed to the Board must serve
in a full-time or part-time capacity.

(4) The Chief-Executive Officer and chairpersons of ;tanding Committees appointed
by the Board are e.x o&io, non-voting members of the Board. 50

(5) All acts of the Board are regarded as the acts of the Authority.
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Qualifications of members of Board

7. ( 1 ) Members of the Board must be appropriately qualified, fit and proper persons
wh~

((/) are committed te--
(i) the objects of this Act; and

(ii) fairness, openness and accountability or the part of those entrusted with
providing the public with access to m:dicines,  complementary medi-
cines, veterinary medicines and devices and

(h) when viewed collectively represent a broad toss-section of the population of
the Republic.

Disqualification of members of Board

8. (1) A person may not be appointed or continue i s a member of the Board if that
person—

(a) is not a South African citizen;
(b) is not permanently resident in the Republic;
(c) is disqualified under the Veterinary and Para-’~eterinary  Professions Act, 1982

(Act No 19 of 1982), the Chiropractors, }Iomeopaths  and Allied Health
Service Professions Act, 1982 (Act No 63 o‘ 1982), the Health Professions
Act, 1974 (Act No 56 of 1974), or the Pharmacy Act, 1974 (Act No 53 of
1974), the Nursing Act, 1978 (Act No 50 of 978), or any other professional
body, from carrying on that person’s professi m, while so disqualified;

(d) is employed by, or represents the interests of the medicines’, complementary
medicines’, veterinary medicines’ or devices’ industry;

(e) is an elected member of Parliament, provim ial legislature or local govern-
ment:

(f) or an immediate family member of that persor  has a controlling interest or any
substantial financial interest in the medicine;’, complementary medicines’,
veterinary medicines’ and medical devices’ il-dustry;

(g) or the business partner of that person holds an office in or with or is employed
by any person, company, organisation or ot!ier body, whether corporate or
unincorporated, which has an interest contemplated in paragraph (~);

(h) is an unrehabilitated insolvent;
(i) is declared by a court of competent jurisdi :tion as being mentally ill, as

defined in the Mental Health Act, 1973 (Act No 18 of 1973);
(j) has at any time been convicted, whether in tl e Republic or elsewhere, of—

(i) theft, fraud, forgery or uttering a forged { ocument, perjury, an offence in
terms of the Corruption Act, 1992 (Ac[ No 94 of 1992), or any other
offence involving dishonesty;

(ii) any olfence  corresponding materially .O any offence referred to in
subparagraph (i).

(2) A person who was subject to a disqualification contemplated in subsection ( 1 )(a)
to (i) may be appointed as a member of the Board if at th ~ time of such appointment that
person is no longer subject to that disqualification.

Term of office of members of Board

9. ( I ) A member of the Board holds office for a ter] ~ not exceeding five years, and
may be re-appointed once for another term of office no exceeding five years.

(2) A member of the Board may at any time, on at Ie ist three months’ written notice
addressed to the Minister or such shorter notice period as the Minister may authorise,
resign from the Board.

(3) Despite subsection ( I), a member of the Board may, with the authority of the
Minister, remain in otlice after completion of that 1 lember’s term of office until
commencement of the term of otlice of that member’s su :cessor  but such increased term
of office must not exceed 45 days.

(4) A member of the Board who has been appointed o serve in a full-time capacity,
serves in such capacity to the exclusion of any otb er remunerative employment,
occupation or oftice.
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(5) Despite subsection (4), the Minister may, on SL ch terms and conditions as the
Minister may determine, permit a member appointed t( serve in a full-time capacity to
hold other remunerative employment, occupation or of ice.

Removal from office

10. Despite section 9, a member of the Board may be removed from office by the
Minister on account of——

(a) misconduct, which may include violating the 2ode of Conduct determined by
the Board and published by notice in the Ca:ette;

(b) inability to perform the duties of that member’s oflice effectively;
(c) absence from three consecutive meetings clf the Board without the prior

permission of the chairperson, except on goo ~ cause shown;
(d) having performed other remunemtive  work ii contravention of section 9(4);

or
(e) failure to disclose an interest in terms of sect on 14(3)(u) or attendance at or

participation in proceedings of the Board w! Iile having an interest contem-
plated in section 14(1) and (2).

Vacancies in Board

11. ( I ) A member of the Board vacates office if that member—
(u) becomes subject to a disqualification refer-ret to in section 8;
(b) tenders resignation as contemplated in section 9(2) and such resignation takes

effect;
(c) is removed from office in terms of section lC, or
(d) becomes permanently incapacitated.

(2) If the oflice of any member becomes vacant before the expiration of the period for
which that member was appointed, the Minister must, su ~ject to sections 6 and 7 appoint
another person to hold office for the unexpired portio  I of the period for which that
person’s predecessor was appointed.

Meetings of Board

12. (1) The Board must meet at least eight times a j ear, and meetings must be held
at such times and places as the Board may determine, bu the first meeting is held at such
time and place determined by the chairperson after consultation with the
Minister.

(2) In the absence of the chairperson, the vice-ch  iirperson will perform all the
functions of the chairperson, and in the absence of both the chairperson and the
vice-chairperson, the other members of the Board ml st from their number elect an
acting chairperson.

(3) The chairperson may at any time, convene a spec al meeting of the Board, which
must be held at such time and place as the chair-person may determine but the
chairperson must, upon the request of the Minister 01 upon being presented with a
requisition for that purpose signed by at least three me nbers of the Board, convene a
special meeting, and if the chairperson fails to convene a special meeting within seven
days of receipt of the Minister’s request or the presentation of the requisition by three
members of the Board, the members of the Board may :onvene  a special meeting.

(4) The quorum for any meeting of the Board is the n~ajority of the voting members.
(5) Subject to subsection (4), a decision of the Boald must be taken by resolution

agreed to by the majority of the members of the Board a. any meeting of the Board and,
in the event of an equality of votes regarding any matte”, the chairperson has a casting
vote in addition to the chairperson’s deliberative vote.

(6) The Executive Committee may, subject to the direction of the Board, exercise all
the powers and perform all the functions of the Board dt ring periods between meetings
of the Board, but must not have the power, save in so far; s the Board directs, to set aside
or vary any decision of the Board, and any action t: ken or decision made by the
Executive Committee must be subject to ratification at t ,oe first ensuing meeting of the
Board.
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Remuneration and allowances of members of Boar~

13. The chairperson and other members of the Board >ther than persons who are in the
full-time employment of the State are paid such remuneration and allowances and are
entitled to such benefits as the Minister may, after cons dtation  with the Board and with
the concurrence of the Minister of Finance, determine

Disclosure of conflicting interests
14. ( 1 ) A member of the Board or of the staff or of any committee of the Authority,

may not vote at, attend or in any other manner participate in the proceedings of any
meeting or hearing of the Board or any committee of [he Authority if—

(a) in relation to an application for the registration of a medicine, complementary
medicine, veterinary medicine, clinical trial or device, that member or that
member’s immediate family member or busir,ess partner is a director, member
or business partner of or has an interest in th;  business of the applicant or of
any person who made representations in relation to the application; or

(b) in relation to any matter before the Authority, has any interest which precludes
or may be perceived as to preclude that member from performing that
member’s functions as a member of the A lthority in a fair, unbiased and
proper manner.

(2) For the purpose of this section, “interest” incl Jdes,  but is not limited to, any
consultancy,  paid or unpaid, any research grant from which the member directly or
indirectly benefits, or any equity holding or any executi /e or non-executive directorship
or any other payment or benefit in kind.

(3) If at any stage during the course of any proceedings of the Board or committee of
the Authority there is reason to believe that a member ( f the Board or committee of the
Authority has an interest contemplated in subsection ( ), that member—

(a) must forthwith and fully disclose the naturt of that member’s interest and
leave the meeting or hearing in question so as to enable the remaining
members of the Board or any committee of th; Authority to discuss the matter
and determine whether that member should bt precluded from participating in
such proceedings by reason of a conflict of interests; and

(b) such disclosure and the decision taken by the remaining members of the Board
or any committee of the Authority regarding such determination, must be
recorded in the minutes of the proceedings ir question.

Proceedings of Authority not invalid in certain circl imstances

15. A decision taken by the Authority, or an act perfol med under the authority of such
decision is not invalid merely by reason of—

(a) any irregularity in the appointment of a member of the Board;
(b) the fzzct that a member of the Board is guilty o’” an act justifying that member’s

removal from office; or
(c) the fact that any person who is disqualified fmm being a member of the Board

or who was removed from that office sat as sut h in the Board at the time when
such decision was taken,

if such decision was taken by a majority of the members of the Board lawfully entitled
to vote and present at the time, and the said members of t he Board at the time constituted
a quorum.

Staff of Authority

16. ( 1 ) The Authority must, in consultation with t’le Public Service Commission
and subject to the approval of the Minister with regard o staff and resources, establish
its own administration to perform its functions.

(2) The Board must in consultation with the Ministe, on such terms and conditions
as may be determined, appoint a Chief Executive Offi ~er who is the secretary of the
Board and who-

(i) must receive such remuneration, allowances and other benefits as the
Board may determine in consultation with the Minister with the
concurrence of the Minister of Finance;
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(ii)

(iii)

(iv)

must, on such terms and conditions as ] lay be determined by the Board
alter consultation with the Public Servic ~ Commission and subject to the
approval of the Director-General with r :.gard  to resources, appoint such
stuff  as may be reasonably necessary to: ssist the Chief Executive Officer
with the work incidental to the perfo mance by the Authority of its
functions;
must, subject to this Act, be respoksil ,le for the management of and
administrative control of the staff of the Authority and must for those
purposes be accountable to the Board; and
may exercise the powers and must perform the duties and functions
which the Board may from time to t-in-e confer upon or assign to the
Chief Executive Oflicer in order to achi;ve  the objects of the Authority,
and must for those purposes be account,lble  to the Board.

(3) The Authority must, in the appointment of its strff—
(u) provide for the advancement of persons disadvantaged by past unfair

discrimination, with the aim that its staff, ~ /hen viewed collectively, must
represent a broad cross-section of the popuk ion of the Republic, and;

(b) subject to paragraph (a) apply equal opportu }ity employment practices.
(4) The Authority may pay to the persons in its (mploy such remuneration and

allowances and provide them with such pensions and other benefits as the Board may
determine in consultation with the Minister and with the concurrence of the Minister of
Finance and after consultation with the public Service Commission.

(5) Any oflicer  or employee of the Department may be selected by the Authority, in
consultation with tbe Director-General, for transfer to !he Authority, and if so selected
must, despite any provision to the contrary in tt]e Public Service Act, 1994
(Proclamation No 103 of’ 1994), but subject to the Lab( ur Relations Act, 1995 (Act No
66 of 1995), as from the fixed date or such later date as 1 lay be tigreed  upon between the
Director-General and the Authority. cease to be such o ficer or employee and, without
interruption of service become an employee of the Aut lority.

(6) Any person so transferred must, with efiect from ‘he date of that person’s transfer,
be appointed by the Authority on the conditions determ ned by it to an appropriate post
in the Authority but that—

(a)
(b)

((”)

(d)

such person’s salary or salary scale must not k t reduced by such appointment;
such person must retain atl vacation and sick leave standing to that person’s
credit with the Department immediately pr :ceding that person’s transfer,
including all monetary benefits attached thert to;
such person must be, compensated for any loss which that person may incur as
a result ot’ such trmsler  in respect of unemp oyment  contributions, medical
aid contributions or other expenditure on healt 1 care that is necessary so as not
to place that person in a less favoumble  positi m with regard to such than that
which applied to him or her immediately prior to that person’s transfer, as well
as for any other I(MS arising from any tram.fer from that person’s present
headquarters to new headquarters in accordan(  e with the procedure applicable
to officers and employees of the Department; and
such person’s conditions of employment in re ,pect of matters not specified in
paragraphs (a) to (c) of this subsection must not be less favorable to that
person than those which applied to that perso 1 prior to the transfer.

(7) Any person transferred from the Department il terms of subsection (5) who
imrnediatel  y prior to such transfer was a member o f the Government Employees
Pension Fund, must despite any provision to the contrary in any law or in the rules of that
pension fund, upon transfer remain a member of that pe mien fund for all purposes and
the Authority must contribute to the said pension fund In respect of that person to the
same extent as an employer is required in terms of the laws on, and the rules of, that
pension fund to contribute to that pension fund in res >ect of an employee who is a
member of that fund.

(8) For the purposes of the Income Tax Act, 1962 (At t No S8 of 1962), no change of
employer is deemed to have taken place when an officer }r employee of the Department
is transferred to the Authority in terms of subsection (5), and the position of such oftlcer
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or employee in respect of the phasing in of tax levied ( m a benefit or advantage derived
by reason of employment or the holding of any otlice N contemplated in Schedule 7 to
the Income Tax Act, 1962, must be deemed to remain unchanged.

(9) Any disciplinary steps instituted or contemplate. d against any person transferred
t’r(ml  the Department in terms of subsection (5) in respect of alleged misconduct
committed prior to that person’s transfer to the Au hority,  must be disposed of or
instituted, as the case may be, in terms of the laws appl cable to that person immediately
before such transfer.

( 10) At least one month before the fixed date, the i)irector-General must in writing
inform every ofticer and employee of the Departrr  ent who has been selected for
transfer-

(c1) that that person has been selected for tram fer to the Authority in terms of
subsection (5), and of the post that will be oc(upied by that person and the date
on which transfer is to take effect and that such transfer will only be effected
if that person consents to it; or

(b) in the event of that person refusing to co (sent to such transfer and after
considering that person’s representations—
(i) that that person’s services are to be terr Iinated,  as from a specified date,

owing to the abolition of that person’s post in the Department; or
(ii) that in terms of section 14 of the Publi:  Service Act, 1994, that person

must be transferred from the post or po iition occupied by that person to
any other post or position in that persf m’s Department, irrespective of
whether such a post or position is in ant ther  division, or is of a lower or
higher grade, or is within or outside tht Republic,

(11 ) Any proposed action of which an officer or employee is notified in terms of
subsection ( 10) may be a subject of an appeal to the h linister.

( 12) Any such appeal must be lodged within 14 dais of receipt of such notification
by the officer or employee.

( 13) Any person contemplated in subsection ( 10)(h i is entitled to special severance
conditions and benefits not less F~vourable to that perso ) than those prescribed under the
Public Service Act, 1994, in respect of a person to w!iom that Act applies and whose
services are terminated because of the abolition of tha’ person’s post.

( 14) For the purpose of this section “fixed date” n- aans the date determined by the
Minister by notice in the Gax[te.

Financing of Authority

17. ( 1 ) The operating and capital costs of the Aut Iority are financed from monies
appropriated by Parliament from time to time.

(2) Despite subsection (l) the funds of the Authorit i may consist of—
(a) such fees or charges for services rendered as may be prescribed;
(b) monies raised, borrowed or obtained by the, mthority  in terms of section 18;
(c) monies obtained from any other source.

(3) The Authority may in the prescribed manner ret eive donations or contributions
from any person, and must use any donation: or cor tributions  so acquired for such
purposes as it may determine in connection with the performance of its functions in
terms of this Act: provided that all such contributions a“e published in the annual report
of the Authority.

(4) The Authority may utilise any balance of its mol lies remaining at the end of any
financial year of the Authority for any expenses in con Iection  with the performance of
its functions in terms of this Act.

(5) The funds contemplated in subsection (2) do not form part of the National
Revenue Fund.

Loans

18. ( I ) The Authority may, with the approval of the Minister granted after
consultation with the Minister of Finance, raise money with or borrow or obtain money
from any person or body at such rate of interest and on such conditions as the Minister
may determine.
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(2) Subject to section 35 of’ the Exchequer Act, 1975 (Act No 66 of 1975), the
Minister may, with the concurrence of the Minister of 1‘inance,  for the period and on the
conditions which the Minister may determine, guaantee due performance by the
Authority of any contractual obligation incurred or o be incurred by the Authority
towwds  any party whether within or outside the Rept blic. 5

Finances of Authority

19. ( 1 ) The Authority must, except in so far as ‘his Act may otherwise provide,
utilise its assets for the attainment of its objects and n atters incidental thereto.

(2) The Authority may establish a reserve fund for: uch purposes as, with due regard
to subsection ( l). it may deem fit and must with the ap,xoval of the Minister of Finance 10
invest in any manner to the advantage of the Authority that portion of the monies in the
reserve fund which it does not require immediately.

(3) The Board must cause proper records to be kep- of all the financial transactions,
assets and liabilities of the Authority and must for tha. purpose, and after consultation
with the Minister, appoint an audit committee which rm st consist of the Auditor-General 15
or the Auditor-General’s representative and at least or ~ member of the Board.

(4) The accounts of the Authority must be audited a mually by a person registered as
an auditor under the Public Accountants and Auditors’ Act, 1951 (Act No. 80 of 195 1),
and who must be appointed by the Board in consultatif n with the Minister and with the
concurrence of the Auditor-General. 2 0

(5) As soon as may be practicable after the completon  of every audit the Board must
furnish the Minister and the Auditor-General with a anr ual report of the audit containing
such particulars as may be prescribed, together with a report on the activities of the
Authority containing the prescribed particulars, and d e Minister must table a copy of
the annual report in Parliament within 30 days of recei\ ing it if Parliament is in ordinary 25
session, but if Parliament is not in ordinary session, within 30 days after the
commencement of the next ensuing ordinary session.

(6) The Board must furnish the Minister with such nformation as the Minister may
call for from time to time require in respect of the acti /ities or financial position of the
Authority. 3 0

Banking account

20. The Board must open and maintain in the nan e of the Authority with a bank
registered as a bank in terms of the Banks Act, 1990 (Act No 94 of 1990). an account in
which there must be deposited the moneys received b ~ the Authority and from which
payments by the Authority or on its behalf must be mi de. 35

CHAPTER III

COMMITTEES AND APPOINTMENT OF EXPERTS

Establishment of committees of Authority

21. ( 1 ) The Board must, in consultation with t le Minister, establish standing
committees, and appoint their chairpersons and deputy chairpersons for, but not limited 40
to-

(a) orthodox medicines, which must consist of ex perts from the relevant scientific
disciplines;

(b) complementary medicines, which must consst of persons representing skills
or experience in complementary medicines, oxicology and clinical pharma-  45
Cology;

(c) veterinary medicines, which must consist of species specialists and experts
from the relevant scientific disciplines; and

(d) medical devices, which must consist of pers(  ms with the specialist expertise
required in this area of public health regulatim. 5 0

(2) Subject to subsection(1). the Board may establisl  ~ such other committees for such



28

purposes as it may deem necessary in order to assist it i:) the effective performance of its
functions and may at any time extend, limit or dissolv > any such committee.

(3) The Chief’ Executive officer must appoint a secretariat which must provide
administrative assistance to the committees of the Aut ~ority.

(4) The Board may appoint any appropriately quali ied person who is fit and proper 5
to the committees established in terms of this section.

Remuneration and allowances of committee memb,x-s

22. (1) A member of any committee of the Board W:1O is not a member of the Board
or cm the staff of the Authority or in the full-time enlplt )y of the State must be paid such
remuneration and allowances as the Board may from t [me to time in consultation with 10
the Minister and the concurrence of the Minister of Fi,lance, determine.

(2) For the purposes of subsection(I), the Board miy differentiate between different
committees and different members thereof.

Appointment of experts

23. ( 1 ) The Authority may for the purposes of tt e performance of its functions, 15
appoint experts, including experts from other countrie:.

(2) The terms, conditions, remuneration and allowa Ices applicable in respect of any
expert by virtue of that expert’s appointment, must be d :termined in a written agreement
entered into for that purpose between the Authority ani the expert concerned.

CHAPTER IV 20

Registration of medicines, complementary medici] Ies, veterinary medicines and
medical devices

24. ( I ) An application for the registration of a med tine, complementary medicine,
veterinary medicine or device must be submitted to the ~uthority in the prescribed form
and must be accompanied by the prescribed particulars md samples, where appropriate, 25
and by the prescribed fees.

(2) As soon as the Authority has received an applic ition it must-
(a) acknowledge receipt of such application and, ensure that if such an

application is in respect of a medicine or t omplementary  medicine which
appears on the essential drugs list or which dc ts not appear thereon but which, 30
in the opinion of the Minister, is essential for l[ational  health, is subject to such
procedures as may be prescribed in order to :xpedite a decision thereon;

(b) after conducting an investigation or inquiry O] such medicine, complementary
medicine, veterinary medicine or device and i fit is satisfied that the medicine,
complementary medicine, veterinary medi :ine or device in question is 35
suitable for the purpose for which it is intend.:d, complies with the prescribed
requirements and that its registration is in tb a public interest, approve of its
registration;

(c) if not satisfied that the medicine, complementary medicine, veterinary
medicine or device in question is suitable ‘or the purpose for which it is 40
intended, complies with the prescribed requir{.-ments  and that its registration is
in the public interest. cause the applicant t] be notified in writing of the
reasons why it is not satisfied, and cause the a:~plicant to be informed that it or
the applicant may within a period of 60 days ifter the date of the notification,
furnish the Authority with the applicant’s comments on the Authority’s 45
reasons for not being satisfied;

(d) if the comments referred to in paragraph (t) are not submitted within the
period of 60 days, or if after consideration of the comments submitted by the
applicant it is still not satisfied, reject the ap~lication,

(3) For the purposes of this section, “essential drug list” means the list of essential 50
drugs included in the latest edition of the official publi :ation relating to guidelines for
standard treatment which is compiled by the Department.

(4) For the purposes of the investigation or inquiry c{ ntemplated in subsection (2)(/7)

.
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the Authority may, determine different processes 01 guidelines for the evaluation of
orthodox medicines, complementary medicines, vete) inary medicines or devices or any
class or category thereof.

(5) After the Authority has approved the registrati m of a medicine, complementary
medicine, veterinary medicine or device, it must register it and must enter such 5
particulars in regard to the medicine, complementary medicine, veterinary medicine or
device as may be prescribed to be so entered in the I egister  and must in regard to that
medicine, complementary medicine, veterinary m,:dicine or device, issue to the
applicant a certificate of registration in the prescribe! form.

(6) The Authority must as soon as possible after any orthodox medicine, comple-  10
mentary  medicine, veterinary medicine or device has been registered notify anybody it
considers necessary to be notified and, by notice in t!te Gaze[te, publish—

(a) the name and registration number of such orthodox medicine, complementary
medicine, veterinary medicine, or device al ,d the conditions, if any, to which
the registration of such orthodox medl :ine, complementary medicine, 15
veterinary medicine or device is subject;

(b) therapeutic eficacy  of such orthodox me~ Iicine, complementary medicine,
veterinary medicine or device;

(c) the pharmacological purpose or any other purpose for which, the circum-
stances under which and the manner in which such orthodox medicine, 20
complementary medicine, veterinary medicine or device should be used; and

(d) regarding any other matter concerning such medicine, complementary
medicine or veterinary medicine which, in he opinion of the Authority, may
be of value to them.

(7) A medicine. complementary medicine, veterin.~ry medicine or device which has 25
been registered, including one registered prior to the commencement of this Act may,
subject to subsection ( 10) be subject to re-registmtiorl  by the Authority.

(8) A medicine. complementary medicine, veteril ary medicine or device must be
registered under such name as the Authority may i pprove, and the Authority must
allocate to such registered medicine, a registration mmber  which must be stated in 30
certificate of registration issued in respect of such me ~icine, complementary medicine,
veterinary medicine or device or any class or categorv  thereof.

(9) Any registration under this section. includirg  a re-registration in terms of
subsection (7) must, in the public interest and so as !O ensure the quality, safety, and
efficacy of the medicine, complementary medicine, v ferinary medicine or device and, 35
in order to review reports of suspected adverse drug c vents, be valid for such period as
may be determined by the Authority and may be s ~bject to such conditions as the
Authority may determine.

(10) No re-registmtion in terms of subsection (7) may be made, and no condition
contemplated in subsection (9) may be determined, ur til after the bolder of a certificate 40
of registration has been invited to make representation, as to why there should not be the
re-registration contemplated in subsection (7), or the conditions contemplated in
subsection (9) should not be determined and imposed oy the Authority, or should not be
in the terms contemplated by the Authority but if the hclder of a certificate of registration
has not made such representation within a period of o~e month after receipt by it or him 45
or her of the Authority’s invitation, or if after the consideration of any such
representations, the Authority is still of the opinion d at the medicine, complementary
medicine, veterinary medicine or device should be Ie-registered or the condition it
contemplates should be determined and imposed, il must de-register the medicine,
complementary medicine, veterinary medicine or devil e and may thereafter, and subject 50
to subsections (2) and (5), re-register it subject to any condition it contemplates.

( 1 I) The Authority must in writing notify the holde” of a certificate of registration of
its decision to cancel a registration or to re-registt r subject to any condition, the
orthodox medicine, complementary medicine, veteri Iary medicine, or device, and it
must by notice in the Gazerte,  make known such decis ton but no such notification must 55
be given if the holder of a certificate of registration tad lodged an appeal in terms of



sectitm 26 against such decision of the Authority but flrther,  that if any appeal so lodged
is dismissed, the Authority must as soon M possible after the decision dismissing the
appeal has been given, proceed with the notification.

( 12) The Authority may on application by the hol ier of a certificate of registration,
and if there is good cause for doing so, and subjecl  to such application being in the
prescribed form and accompanied by the prescribed fee, amend an entry made in the
register.

For the purpose of this subsection “good cause” miy include the need to trmsfer  the
certificate of registration to another person.

( 13) Despite subsection (9), the Authority may, af[er  considering the representations
of a holder of a certificate of registration cancel any r{ gistration in terms ufthis  Act if it
is of the opinion that—

(i) the holder of the certificate of registrat  on or the agent of such holder has
failed to comply with the condition to which the medicine, complemen-
tary medicine, veterinary medicine or device is subject: or

(ii) a medicine, complementary medicine, veterinary medicine or device no
longer complies with a prescribed req Iirement; or

(iii) after an evaluation conducted on such orthodox medicine, complemen-
tary medicine, veterinary medicine or{ evice, it is no longer in the public
interest to have it available to the public.

( 14) The Authority must in writing notify the hol~ier of a certificate of registration,
the Health Professions Council of South Africa, the South African Veterinary Council,
South African Pharmacy Council, the Interim Co-ore inating Committee of Traditional
Medical Practitioners of South Africa, the Nursing C( until or its successor in title and,
by notice in the Gazer[e, make known its decision tl) cancel the registration, and the
grounds in terms of subsection ( 13) for such cancell~ [ion.

( 15) The Authority’s decision to cancel the regis ration is subject to an appeal in
terms of section 26.

Prohibition on manufacture, packaging, distribution, marketing and sale of
medicines, complementary medicines, veterinary riedicines  and devices which are
subject to registration and are not registered

25. ( I ) Subject to the provisions of this section CJr sections 30, 31 and 32, it is an
otfence punishable with a tine or imprisonment not ex ceding 10 years or both such fine
and impriscmrnent, to manufacture, package, distri rote, market or sell medicines,
complementary medicines, veterinary medicines o devices which are subject to
registmtion and which are not registered, or which d j not comply with the prescribed
requirements.

(2) Without derogating from the generality of sub: ection (I), the Authority may by
resolution approved by the Minister, determine that ar orthodox medicine, complemen-
tary medicine, veterinary medicine or device or cl iss or category of an orthodox
medicine, complementary medicine, veterinary medic ine or device or part of any class
or category of an orthodox medicine, complementary medicine, veterinary medicine or
device mentioned in the resolution is subject to registration in terms of this Act.

(3) Any such resolution may also relate only to medicines, complementary
medicines, veterinary medicines or devices which were available for sale in the
Republic immediately prior to the date when it cc mes into operation in terms of
subsection (4)or only to orthodox medicines, comp  ementary medicines, veterinary
medicines or devices which were not then so availabl:.

(4) Any such resolution becomes effective when it is published in the Gazefte.
(5) In the case of a medicine, complementary medic ine veterinary medicine or device

which was available for sale in the Republic immediat~  ly prior to the date of publication
in the Gacerre of the resolution by virtue of which it is subject to registration in terms of
this Act, the provisions of subsection ( 1 ) come into o;~eration—

([~) if no application for the registmtion of such orthodox medicine, complemen-
tary medicine, veterinary medicine, or devic:  is made within the period of six
months immediately succeeding that date, a the expiration of that period: or

(b) if application for the registration of such ortlodox  medicine, complementary
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medicine, veterinary medicine, or device i: made within the said period, on
the date one month after the date on which notice regarding the rejection of
the application for registration of such met Iicine, complementary medicine,
veterirmry  medicine or device is published n the Guzetre  .

(6) Subsection ( 1 ) does not apply in respect of the sale of any medicine, 5
complementary Imedicine  or veterinary medicine-

([J) compounded in the course of carrying w of professional activities by a
pharmacist, pharmacist intern, pharmacy , upport personnel in accordance
with the scope of practice of such personnel .1s prescribed under the Pharmacy
Act, 1974 (Act No. 53 of 1974). veterinary: n or person who is a holder of a 10
licence contemplated in section 33 for a p:.rticular patient in a quantity not
greater than the quantity required for treatment as determined by the medical
practitioner, pharmacist, practitioner or vetc rinarian;  or

(b) compounded by a pharmacist in a quantit y n at greater than that prescribed for
sale in the retail trade, subject to the conditions likewise prescribed or in a 15
quantity for a particular person or anin al as prescribed, by a medical
practitioner, or a dentist or a veterinarian or a practitioner or a nurse or other
person registered under the Medical, De ltal and Supplementary Health
Professions Act, 1974 (No. 56 of 1974), an I referred to in section 31, as the
cuse may be, if such medicine does not co~)tain any component, the sale of 20
which is prohibited by this Act or any co,nponent in respect of which an
application for registration has been rejected and is not or has not been
advertised but the active components of suck orthodox medicine, complemen-
tary medicine or veterinary medicine appe~ r in another orthodox medicine,
complementary medicine or veterinary me( Iicine which has been registered 25
under this Act.

Appeal against decision of Authority

26. ( I ) The Minister must appoint an Appeal Boi rd which must be impartial and
independent of the Authority and which must cmsist  of a maximum of five
appropriate! y qualified persons wbo are tit and proper ~ ersons to be so appointed, but the 30
chairperson thereof must be a person appointed on ac, ount of that person’s knowledge
of the law.

(2) The members of the Appeal Boar-d who are not ii the full-time employment of the
State may be paid such remuneration and allowanc( s as the Minister may with the
concurrence of the Minister of Finance determine. 35

(3) Subject to subsection (4) the Appeal Board must hear and decide on all appeals by
persons aggrieved by any decision of the Authority, in;luding  a decision not to register
a medicine, a complementary medicine, a veterinary n edicine, or a device, or to cancel
any such registration.

(4) The Minister must by regulation determine he rules and procedures to be 40
followed by the Appeal Board in hearing appeals, incllding  the power to refuse to hear
an appeal if it is of the opinion that the appellant is /exatious or there is no genuine
ground for appeal, and the number of the members of t le Appeal Board which may hear
an appeal.

Furnishing of information regarding orthodox mt dicines, complementary medi- 45
tines, veterinary medicines or devices to Authority

27. The Authority may by notice in writing require my person who manufactures or
sells or administers, prescribes or dispenses any orttodox  medicine, complementary
medicine, veterinary medicine, device or on whose d rection any orthodox medicine,
complementary medicine, veterinary medicine, or de ~ice is manufactured or sold or
administered or prescribed to furnish it within a perio 3 stipulated in such notice, with
any information which such person has in his or her or possession or which such person
is in a position to obtain regarding such orthodox meo icine, complementary medicine,
veterinary medicine or device but the Authority may, f so requested by any person to
whom such notice is addressed, extend the period stip dated in such notice.

5 0
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CHAPTER V

MEASURES TO CONTROL LABELS AND, aDVERTISING,  SALE OF
UNREGISTERED MEDICINES, COMPLE:ITIENTARY  MEDICINES,

VETERINARY MEDICINES AND DEVICES ANl~ CONTROL OF MEDICINES,
COMPLEMENTARY MEDICINES, VETERINARY MEDICINES AND

DEVICES

[.abels and advertisements

28. ( I ) No person may sell any orthodox med’tine, complementary medicine,
veterinary medicine, medical device, or Scheduled substance unless the immediate
container of the package in which that orthodox me(licine, complementary medicine,
veterinm-y medicine, device or Scheduled substance is sold, bears a label stating the
prescribed particulars.

(2) No person may advertise any orthodox med ~cine, complementary medicine,
veterinary medicine, device or Scheduled substance f )r sale unless such advertisement
complies with the prescribed requirements.

(3) The Authority must approve the label contemplated in subsection(1).
(4) The Authority may authorise a deviation from t.le prescribed format and contents

of any label.
(5) The Minister may, in consultation with the Authority, prescribe additional

requirements for the labelling of medicines.

Publication or distribution of false advertisement concerning orthodox medicines,
complementary medicines, veterinary medicines, c r devices

29. ( I ) No person may—
(a) publish or distribute or in any other manner whatsoever bring to the notice of

the public or cause or permit to be published or distributed or to be so brought
to the notice of the public any false or misl :ading advertisement concerning
any orthodox medicine, complementary wedicine, veterinary medicine or
device, whether registered or not; or

(b) in any advertisement make any claim to the t ffect that the therapeutic efficacy
and effect of any orthodox medicine, com;dementary medicine, veterinary
medicine, or device is other than stated by he Authority in terms of section
24(6)(b) or state or suggest that any ortk, >dox medicine, complementary
medicine, veterinary medicine, or device should be used for a purpose or
under circumstances or in a manner other th m that stated by the Authority in
terms of section 24(6)(c).

(2) It is a sufficient defence in any prosecution for al offence under subsection ( 1 )(a)
if it is proved to the satisfaction of the court that the ac ~used, not being a person selling
the orthodox medicine, complementary medicine, vt:terinary medicine, or device to
which the false or misleading advertisement which i $ the subject of the prosecution
relates, did not know, and could not reasonably be e:pected  to have known, that the
advertisement was in any respect false or misleading, u dess it is proved that the accused
failed on demand by the Authority or an inspector or a member of the South African
Police Service to furnish the name and address of d e person at whose instance the
advertisement was published. distributed or so brought to the notice of the public.

Authorisation by Authority of sale of unregistered orthodox medicine, complemen-
tary medicine, veterinary medicine, or device for c:’rtain purposes

30. ( I ) The Authority may in writing authorise an~ person to sell during a specitied
period to any specified person or institution a specfied  quantity of any particular
orthodox medicine, complementary medicine, veterin a-y medicine or device which is
not registered.

(2) Any orthodox medicine, complementary me~ icine, veterinary medicine, or
device sold pursuant to any authorisation under subsect on ( 1 ) may onl y be used for such
purposes and in such manner and during such period as the Authority may in writing
determine.
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(3) The Authority may at any time by notice in }’riting  withdraw any authorisation
granted in terms of subsection ( 1 ) if etfect is not g ven to any determination made in
terms of’ subsection (2).

Control of orthodox medicines, complementary nedicines, veterinary medicines,
devices, and Scheduled substances 5

31. ( ] ) Subject to this section, no person may, st 11, have in his or her possession or
manufacture any orthodox medicine. cx~mplementzwy medicine, veterinary medicine,
device, or Scheduled substance, except in accordarrc. e with the prescribed conditions.

(2) The Minister may on the recommendation of the Authority—
(t~) prescribe the Scheduled substances referrx d to in this section; and 10
(b) prescribe such Schedules as the Minister teems necessary.

(3) Any Schedule O substance may be sold in an { ,pen shop.
(4) Any Schedule 1 substance must not be sold—

([J)  by any person other than—
(i) a pharmacist, pharmacist intern, or pharmacy support personnel in 15

accordance with the scope of practic t of such personnel as prescribed
under the Pharmacy Act, 1974;

(ii) a manufacturer of or wholesale deal :r in pharmaceutical products for
sale to any person who may lawfully possess such substance;

(iii) a medical practitioner or dentist, whc may— 20
(a(r)  prescribe such substance; and
(M) compound and dispense such st,bstance  only if that person is the

holder of a licence as contempla  ed in section 33;
(iv) a veterinarian who may prescribe, corK pound or dispense such substance;
(v) a practitioner, nurse or a person regis ered under the Health Professions 25

Act, 1974, other than a medical pract tioner or dentist, who may—
(cla) prescribe only the Scheduled SUI-  stances identified in the Schedule

for that purpose; and
(bb)  compound and dispense the Scleduled  substances referred to in

item (aa) only if that person is th:  holder of a Iicence contemplated 30
in section 33;

(b) to any person apparently under the age of 1$ years except upon a prescription
issued by an authorised prescriber and disp msed by a pharmacist, pharmacist
intern or pharmacy support personnel in ac[ ordance with the scope of practice
of such personnel as prescribed under tl e Pharmacy Act, 1974, or by a 35
veterinarian or a person who is the holder  of a Iicence as contemplated in
section 33, or on a written order disclo: ing the purpose for which such
substance is to be used and bears a sign ~ture known to the seller as the
signature of a person known to such seller ~ nd who is apparently over the age
of [4 years; 40

(c) unless the seller, other than a manufacturer or wholesale dealer in pharma-
ceutical products, enters in a prescription book required to be kept in the
prescribed manner, the prescribed particulw’s  of such sale.

(5) Any Schedule 2, Schedule 3, Schedule 4, Schedule 5 or Schedule 6 substance
may not be sold by any person other than— 45

((~) a pharmacist, a pharmacist intern or ,~harmacy support personnel in
accordance with the scope of practice of si ch personnel as prescribed under
the Pharmacy Act. 1974, who may sell onl: Schedule 2 substances without a
prescription;

(b) a pharmacist or a pharmacist intern or pharmacy support personnel in 50
accordance with the scope of practice of sl, ch personnel as prescribed under
the Pharmacy Act, 1974, who may sell onl~ Schedule 2 substances without a
prescription, upon a written prescription isslled by an authorised prescriber or
on the verbal instructions of an authorised prescriber who is known to such
pharmacist; 55

(c) a manufacturer of or wholesale dealer in pl arrnaceutical  products for sale to
any person who may lawfully possess such substance;
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([/) a medical practitioner or dentist, who ma: —
(i) prescribe such substance; or

(ii ) compound or dispense such substanct only if that medical practitioner or
dentist is the holder 01 a licence as c mtemplated  in section 33;

(e) a veterinarian who may prescribe, compol  nd or dispense such substance; 5
(f) a pl-actitioner,  a nurse or u person registere  I under the Health Professions Act,

1974, other than a medical practitioner or dentist, who may-
(i) prescribe only the Scheduled substa]  ces identified in the Schedule for

that purpose; and
(ii) compound and dispense the Scheiuled  substances referred to in 10

subparagraph (i) only if he or she is the holder of a Iicence contemplated
in section 33,

(6) Any sale under subsection (5) must only take place on condition that—
((i)

(t>)

(c)

(d)

(1’)

(f)

(s)

(/?)

(i)

(j)

all the prescribed particulars of every sale nust be recorded in the prescribed
manner in a prescription book or other permanent record required to be kept 15
in the prescribed manner;
the authorised prescriber who has given ve “bal instructions to a pharmacist to
dispense a prescription must within seven lays after giving such instructions,
furnish such pharmacist with a prescription 1 confirming such instructions;
in the case of verbal instructions the treatrlent  period must not exceed seven 20
days;
if a prescription is not presented for dispen ing within 30 days of issue it must
not he dispensed:
in the case of a Schedule 2 substance, suet substance may not be supplied to
any person apparently under the age of 1. years except upon a prescription 25
issued by an authorised prescriber and disFmsed by a pharmacist, pharmacist
intern or pharmacy support personnel in act ordance with the scope of practice
of such personnel as prescribed under tile Pharmacy Act, 1974, or by a
veterinarian or a person who is the holdc r of a Iicence as contemplated in
section 33, or on a written order disc lo ing the purpose for which such 30
substance is to be used and bears a sigr, ature known to the seller as the
signature of a person known to such seller .md who is apparently over the age
of 14 years;
in the case of a Schedule 2, Schedule 3, cr Schedule 4 substance, such sale
may be repeated if the person who issu :d the prescription has indicated 35
thereon the number of times it may be disl lensed,  but not for longer than six
months;
in the case of a Schedule 5 substance, SL ch sale must not be repeated for
longer than six months, and then only if the authorised prescriber has
indicated on the prescription the number of times and the intervals at which it 40
may be dispensed;
where a Schedule 5 Substance is used by : person for-
(i) its anxiolytic, anti-depressant or tranc uillising properties it must not be

prescribed for longer than six month i unless the authorised prescriber
has consulted a registered psychiatric , or, in the case of a psychiatrist, 45
another psychiatrist before issuing a rew prescriptions; or

(ii) its analgesic properties it must not Ie prescribed for longer than six
months unless the authorised prescrit  er has consulted another medical
practitioner, before issuing a new prescription;

in the case of a Schedule 6 substance, it mrst  not be repeated without a new 50
prescription being issued:
in an emergency in which the health or life (f a patient is at stake, a pharmacist
engaged in wholesale practice may, on re( eipt of a telephonic or telefax or
other electronic request, supply a Schedlle  6 substance to a pharmacist.
medical practitioner. dentist, veterinarian, ~“actitioner, nurse or other persons 55
registered under the Medical, Dental am Supplementary Health Service
Professions Act, 1974, without a written or~er  but—
(i) it must be the responsibility of such phw-macist,  medical practitioner,

dentist, veterinarian, practitioner, nur.e or other person to ensure that
such pharmacist receives a written or~]er within seven days; 60
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(ii) the Schedule 6 substance must be sup JIied in the smallest unit sales pack
available: and

(iii) a pcrtmanent  record is made and kepl of such a supply.
(A) in an emergency a pharmacist may se] any Schedule” 5 or Schedule 6

(1)

(111)

(11)

(0)

(p)

(q)

(1’)

substance in any quantity not greater than hat required for continuous use for
a period of 48 hours, on the verbal instl uctions of a medical practitioner,
dentist, veterinarian, practitioner, nurse or other person registered under
Health Professions Act, 1974, who is kl own to such pharmacist, but the
prescriber who has given such verbal inst uction must within 72 hours after
giving such instructions furnish to such pharmacist a written prescription
confirming the instructions:
in an emergency a pharmacist may sell a Schedule 2, Schedule 3 or Schedule
4 substance on a non-recurring basis for i period not exceeding 30 days in
accordance with tbe original prescription i. i order to ensure that the therapy is
not disrupted if he or she is satisfied that ar authorised prescriber initiated the
therapy, with the intention that the the ‘spy be continued, and that the
particulars of such sale are recorded in a pr :scription book or other prescribed
permanent record;
a pharmacist may sell a greater or a lesser .~uantity of a Schedule 1, Schedule
2. Schedule 3 or Schedule 4 substance. than the quantity prescribed or
ordered, according to the therapeutic pat}. in the original container of such
substance as supplied to the pharmacist, tut the quantities so sold must not
exceed or be less than, 25 percent of the qtantity  specified in the prescription
or order in question;
any seller referred to in this subsection m Ist retain the prescription or order
concerned for a period of not less than five .{ears as from the date of such sale;
a Schedule 6 substance may only be sold f the course of treatment does not
exceed 30 consecutive days;
the sale of a Schedule 5 or Schedule 6 f ubstance by a manufacturer or a
wholesale dealer in pharmaceutical produ :ts must be recorded in a register
which must be kept in the prescribed mamler, and must be balanced so as to
show clearly the quantity of every Scht dule 5 or Schedule 6 substance
remaining in stock as of the last day of Mar~ h, June, September and December
of each year, and such balancing must te completed within the 14 days
following each of the said dates:
a pharmacist must endorse on the prescript m the date of sale and the quantity
of the substance sold, und when it is repeatt  d, the date of sale and the quantity
of the said substance sold and the last selle must retain the prescription for a
period of not less than five years as from t ~e date of the last sale; or
any Schedule 1, Schedule 2. Schedule 3 or Schedule 4 substance for the
treatment of any animal may be suppl ed by any person practicing a
para-veterinary profession within the me?ning  of the Veterinary and Para-
Veterinary Professions Act, 1982 (Act No. 1982), upon a written prescription
issued bv a veterinarian or on the verbal ir structions  of a veterinarian.
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(7) (a) No perso~, other than a pharmacist, or a phar macist intern or pharmacy support 45
personnel, in accordance with the scope of practice of such personnel as prescribed
under the Pharmacy Act, 1974, may sell or export a S[hedule 1, Schedule 2, Schedule 3,
Schedule 4, Schedule 5 or Schedule 6 substance for ar,alytical purposes, manufacture of
foods, cosmetics, educational or scientific purpo es, unless a permit. issued in
accordance with the prescribed conditions has, subje(  t to paragraph (b), being obtained 50
from the Authority for such purpose.

(b) The Authority may revoke any permit referred to in paragraph (a) if the
conditions. for which such permit was issued, are not complied with or if it is not in the
public interest thiit the particular action be continued

(8) Subject to subsection (9), a Schedule 7 substance must not be acquired by any 55
person other than the Director-General for the purpose of providing a medical
practitioner or veterinarian therewith, on the prescribed conditions, for the treatment of
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a particular patient of that medical practitioner or VL terinarian  upon such conditions us
the Directtn-General, on the rectjllltllelldatiotl of tht Authority, may determine.

(9) (o) No person rnay—
(i) acquire, use, possess, cultivate, manufa :ture, or supply any Schedule 7

substance, or manufacture any Schedule ) substance unless that person has 5
been issued with a permit by the Aut lority for such acquisition, use,
possession, manufacture, or supply but t le Authority may, subject to such
conditions as it may determine, acquire 01 authorise the use of any Schedule
7 substance in order to provide a medical practitioner, analyst, researcher or
veterinarian therewith on the prescribe< conditions for the treatment or 10
prevention of’ a medical condition in a pa Iicular patient, or the purposes of
education, analysis or research;

(ii) manuf:icture,  use or supply any Schedule f or Schedule 6 substance for other
than medicinal purposes unless he or she has been issued by the Authority
with a permit for such m:inut%cture. us: or supply upon the prescribed 15
conditions.

(b) Despite paragraph (a), the Authority may at any time revoke any permit issued in
terms of that piuagraph  it’ any condition on which t le permit was issued has not been
cornp[ied with,

(c) A permit issued in terms of this subsection must be valid for a period of 12 20
calendar months after the date of issue thereof.

( 10) Despite anything to the contrary contuined in this section, no person may sell or
:idminister  any Scheduled substance or orthodox met. icine, complementary medicine or
veterinary medicine for other than medicinal purpos~:s  but the Minister may, subject to
the conditions or requirements stated in such with, rity, authorise the administration 25
outside any hospital of any Scheduled substance or m :dicine for the satisfaction or relief
of a habit or craving to the person referred to in suc 1 authority.

(11 ) (a) No person may import or export any Schedule 6 or Schedule 7 substance or
other substance or medicine prescribed for thfit purp  se unless a permit has been issued
to that person by the Authority in the prescribed ma mer and subject to the prescribed 30
conditions.

(b) A permit referred to pardgfiiph  (a) may be iss~ ed for any purpose other than the
satisfaction or relief of a habit or craving in respe :t of such substance or orthodox
medicine.

(c) The issue of a permit referred to in paragraph , a) may be refused if—
(i) tbe Authority is not convinced that the a )plicant is capable of keeping or

storing the substance or medicine in a satis ‘actory manner in order to prevent
the loss thereofi

(ii ) the use of such substance or orthodox medi( ine or veterinary medicine has not
been authorised in terms of this Act; 40

(iii) the Authority is of the opinion that the a mual importation quota for such
substance has been exceeded or will be ex :eeded;

(iv) the Authority is of the opinion that such stbstance  or orthodox medicine or
veterinary medicine of tur acceptable qu ility, is already available in the
Republic; or 45

(v) the :ipplicant did not comply with the conditions under which a previous
permit was issued to that applicant.

(d) If an application is refused, the applicant must be furnished with the reasons for
such refusal.

((’) A permit issued in terms of this subsection is va id for a period of six months from 50
the date of issue thereof.

( 12) (a) The control on the importation of Scheduled substances must relate t~
(i) any Schedule 6 or Schedule 7 substan:e;

(ii) such substtinces irrespective of the sch :duling statu! allocated thereto, as
the Minister may prescribe; 55

(iii) any other subst:ince which becotnes  : ubject to international control in
terms of the 1961 Single Conventi,m  on Narcotic Drugs or 1971
Convention on Psychotropic Substanc  xs entered into by the Republic.

(h) The obtaining of import permits as requirel ~ in terms of subsection (11) does
not apply to any preparation which contain i a substance as prescribed which 60
is specifically exempted from all control rreasures for the obtaining of such
import permit by the 196 I Single Crmventicn  on N:ircotic  Drugs referred to in
paragriiph (a).

35
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(c) Despite paragraph (b), no such importatif m may take place unless authorised
by the Authority.

( 13) Any permit issued under subsection (11) n- ust be subject—

(

(u) to the applicant’s furnishing the Auth{  rity annually with the prescribed
information; 5

(b) to the requirement that there must be no deviation from the particulars
reflected on the permit but if the quantity of such substance or orthodox
medicine or veterinary medicine to be im )orted,  is less than that provided for
in the permit, the Authority must be infi n-reed in writing thereof within 10
days after the importation of such ubstance or orthodox medicine, 10
complementary medicine or veterinary medicine; and

(c) to the conditions, as detailed on the permit, having been complied with, and
the triplicate copy of the permit having been certified by a customs officer or
an employee of the S.A. Post Office Lim[ted.

4) Despite anything to the contrary contained n this section— 5
(a) a pharmacist’s assistant may not handle ; ny Schedule 6 substance except as

contemplated in subsection (5)(a)  and (b, ; and
(b) no nurse or a person registered under the -Iealth Professions Act, 1974, other

than a medical mactitioner  or dentist, ma! Kx_escribe  an orthodox medicine, or
Scheduled sub~tance  unless that nurse or-.ierson has been authorised to do so 20
within the scope of that nurse or person’s practice by that nurse’s or person’s
professional council concerned.

( 15) Desuite  arwthinrz to the contrary  contained in this section, the Authority may,.-
after consultation ~ith the Interim Pharmacy Counc:l of South Africa or its successor in
title as referred to in section 2 of the Pharmacy Act, 1974 (Act No. 53 of 1974), issue a
permit to any person or organisation performing a health service, authorizing such
person or organisation to acquire, possess, use or supply any specified Schedule 1,
Schedule 2, Schedule 3, Schedule 4 or Schedule 5: ubstance,  and such permit must be
sublect to such conditions as the Authority may dett:rmine.

(l 6) Despite anything to the contrary contained i ~ this section—
(a) any person may possess a Schedule O, Sch :dule 1 or Schedule 2 substance for

medicinal purposes;
(b) any person may possess a Schedule 3, Schedule 4, Schedule 5, Schedule 6 or

Schedule 7 substance if he or she has ottained  a prescription issued by an
authorised prescriber;

(c-) any orthodox medicine, complementary medicine, veterinary medicine, or
Scheduled substance may be possessed >y a medical practitioner, dentist,
veterinarian, practitioner, nurse or other ; ~erson  registered under the Health
Professions Act, 1974, or under the Veteinary  and Para-Veterinary Profes-
sions Act, 1982, for the purposes of admi listering it in accordance with that
person’s scope of practice;

(d) any medicine or Schedule substance rlay be possessed for sale by a
pharmacist, a person licensed to own a p Iarrnacy  in terms of the Pharmacy
Act, 1974, or a person who is the holder of I license as contemplated in section
33.

(17) For the purposes of this section—
(u) “authorised prescriber” means a medical practitioner, dentist, veterinarian,

practitioner, nurse or other person registere ~under  the Health Professions Act,
1974; and

(b) “medicinal purpose” means for the purpos  x of the treatment or prevention of
a disease or some other definite curative o:. therapeutic purpose, but does not
include the satisfaction or relief of a habit { r cravirw for the substance used or
for any other such substance, except where the su&tance is administered or
used in a hospital or similar institution n aintained  wholly or partly by the
Government or a provincial government o approved for such purpose by the
Minister.

(18) (a) The Minister may, on the recommendation of the Authority, prescribe
conditions for the manufacture, sale and possession ~f a medical device; and

(b) No person may manufacture, sell or have in his or her possession a medical device
contemplated in paragraph (a) except in accordant  e with the prescribed conditions.
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Exclusion of’ orthodox medicine, complementary medicine or veterinary medicine
or medical device from operation of Act

32. The Minister may, on the unanimous recomm mdation of the members present at
any meeting of the Board, by notice in the Gazetre .:xclude, subject to such conditions
as the Minister may determine, any orthodox mec Icine, complementary medicine or 5
veterinary medicine or medical device from the opel ation of any or all the provisions of
this Act, and may in like manner amend or withdraw any such notice.

Licensin

33. (
(a)

(b)

) Subject to the provisions of this section-–
the Authority may, on application in the pr~scribed  manner and on payment of 10
the prescribed fee issue to a medical practitioner, dentist, practitioner, nurse or
other person registered under the Health Professions Act, 1974 (Act No. 56 of
1974), a Iicence to dispense medicines, 01 i the prescribed conditions;
the Authority may, on application in the pr :scribed manner and on payment of
the prescribed fee, issue to a manufacturer importer, wholesaler or distributor 15
of orthodox medicines, complementary n iedicines, veterinary medicines, or
medical devices a licence to manufacture, import, act as a wholesaler of or
distribute, as the case may be, such medicine or medical device, upon such
conditions as to the application of SI ch acceptable quality assurance
principles and good manufacturing and dif tribution practices as the Authority 20
may determine.

(2) A Iicence referred to in subsection ( l)(a) must not be issued unless the applicant
has successfully completed a supplementary course ~lrescribed  under the Pharmacy Act,
1974, by the South African Pharmacy Council.

(3) The Authority may require an applicant conte,nplated in subsection ( 1) to furnish 25
such information, in addition to any information fur lished by the applicant in terms of
the said subsection, as the Authority may deem nec~:ssary.

(4) When the Authority grants or refuses an appl cation for a licence—
(a) written notice must be given of that fact t) the applicant; and
(b) in the event of the refusal of an application, the applicant must be furnished 30

with the reasons for such refusal.
(5) No person may compound or dispense an othodox  medicine, complementary

medicine or veterinary medicine unless that person i; authorised thereto in terms of the
Pharmacy Act, 1974, or is the holder of a Iicence as contemplated in subsection ( 1 )(a).

(6) No manufacturer, wholesaler, or distributor rt ferred to in subsection ( 1 )(b) may 35
manufacture, act as a wholesaler of or distribute, ; .s the case may be, any orthodox
medicine, complementary medicine, veterinary med  tine, or medical device unless that
person is a holder of a license contemplated in the slid subsection.

(7) Subsections (5) and (6) come into operation six months after tbe commencement
of this Act. 4 0

Period of validity and renewal of Iicence

34. A license issued under section 33 is valid for the prescribed period but may be
renewed on application in the prescribed manner and before the prescribed time or such
later time as the Authority may allow and on payme It of the prescribed fee.

Suspension and cancellation of Iicence

35. ( 1 ) If the holder of a Iicence under section 23—
(a) has in connection with an application for a Iicence or renewal of a licence

furnished the Authority with any informati  m which to the knowledge of such
holder is untrue or misleading in any mate -ial respect;

(b) has contravened or failed to comply with z condition upon which the licence 50
was issued;

45
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(c) has contravened or fi~iled to comply with a provision of this Act; or
((/) has, in the case of a licence issued in term: of subsection (1) of that section, at

any time been convicted of an otfence wtich  is of such a nature that, in the
opinion of the Authority, it renders that lolder unsuitable 10 compound or
dispense medicine,

the Authority muy, by way of a notice in writing, c: II upon that person to show cause,
within the period specified in the notice, which peri )d must not be less than 20 days as
from the date of the notice, why the Iicence in qu~stion should not be suspended or
revoked.

(2) The Authority may after considering the reas( ns furnished in terms of subsection
(l)—

((t) suspend the Iicence in question for such period as the Authority may
determine; or

(h) revoke tbe Iicence in question.
(3) No person is entitled to the refund of any prescribed fee in respect of any

application for the granting or renewal of a licence i” such application has been refused
or if the licence has been suspended or revoked.

Disposal of undesirable orthodox medicines, com~dementary medicines, veterinary
medicines and medical devices

36. (I) If the Authority is of the opinion that it is not in the public interest that any
orthodox medicine, complementary medicine, veter nary medicine, or device be made
available to the public. it may-

(a) by notice in writing tmnsmitted by registered post to any person direct that
person; or

(b) by notice in the Gozet/e direct any person.
to return any quantity of such orthodox medicine, ct!mplementary  medicine, veterinary
medicine or device which that person has in posses: ion to the manufacturer thereof, or
(in the case of any imported orthodox medicine, cc mplementary  medicine, veterinary
medicine, or device) to the importer concerned to deliver or send it to any other person
designated by the Authority.

(2) The Authority may, by notice in writing dire(.  t any manufacturer or importer of
any such orthodox medicine, complementary medic me, veterinary medicine or device
who has in possession any quantity thereof (includi]  g any quantity returned, delivered
or sent to that person in pursuance of a direction u ader subsection (1)), or any other
person to whom any quantity of such orthodox ml dicine, complementary medicine,
veterinary medicine or device has been so returned delivered or sent, to deal with or
dispose of that quantity in such manner as the Auth{  )rity may determine.

(3) No person may sell any orthodox medicine, cc mplementary  medicine, veterinary
medicine or device, which is the subject of a notict under subsection ( I ) that has not
been set aside on appeal.

Analysts, pharmacologists and pathologists

37. The Authority may grant such authority to st ich analysts, pharmacologists and
pathologists as it may consider necessary for the pr( per enforcement of this Act.

Delegation of powers

38. The Board may in writing authorise the Chief Executive Officer or any officer of
the Authority to exercise any of the powers conferrer I upon it by this Act other than the
powers referred to in sections 6(2), 12, 16, 19, 21, 22, 28(4) and 30 in order to exercise
or perform any of the duties or functions imposed Oi I the Board in terms of this Act.
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Commission or omission by manager, agent or c mployee

39. ( 1 ) Whenever any manager, agent or emplo!  ee or any person does or omits to do
any act which it would be an offence under this Act or the employer to do or omit to do,
then unless it is proven that—

(u) in doing or omitting to do that act the mat ager, agent or employee was acting
without the consent or permission of the ;mployer; and

(b) all reasonable steps were taken by the employer to prevent any actor omission
of the kind in question; and

(c) it was not under any conditions or in any circumstances within the scope of the
authority or in the course of the employment of the manager, agent or
employee to do or to omit to do acts, \/hether  lawful or unlawful, of the
character of the act or omission charged,

the employer must be presumed to have done or omi ted to do that act and must be liable
to be convicted and sentenced in respect thereofi  al d the fact that the employer issued
instructions forbidding any act or omission of the ki Id in question must not, of itself, be
accepted as sut%cient proof that the employer took a I reasonable steps to prevent the act
or omission.

(2) Whenever any manager, agent or employee f f any such employer does or omits
to do an act which would be an offence under this A :t for the employer to do or omit to
do, that person may be liable to be convicted and sentenced in respect thereof as if that
person were the employer.

(3) Any such manager,
addition to the employer.

agent or employee may be so convicted and sentenced in

CHAPTER VI

INSPECTORAT~Z

Entry and search of premises

40. (1) The Authority must, for the proper enfo cement of this Act, designate such
persons as it may deem necessary as inspectors.

(2) Any person designated as an inspector may for the purposes of enforcing the
provisions of this Act, and on the authority of a warrant issued in terms of subsection
(6)—

(a) search any person suspected of having cor nmitted or committing any offence
in terms of this Act; or

(b) enter upon and search—
(i)

(ii)

a~y place or premises from which a )erson authorised under this Act to
compound and dispense medicines, complementary medicines, veteri-
nary medicines or Scheduled substances or from which a holder of a
certificate of registration as conte inplated in section 24 conducts
business, if it is suspected that an o{:’ence  in terms of this Act is being
committed; or
any place, premises, vehicle, vessel or aircraft, if the inspector has reason
to suspect that an offence in terms of this Act, has been or is being
committed at or in such place, premis:s,  vehicle, vessel or aircraft or that
an attempt has been made or is being made there to commit such an
offence. .

(3) The entry and search of any person, place, p“emises, vehicle, vessel or aircraft
under this section must be conducted with strict regwd  to decency and order, including
the protection of a person’s right to-

(a) respect for that person’s dignity:
(b) freedom and security; and
(c) that person’s personal privacy.

(4) An inspector contemplated in subsection ( 1 ) n lay, subject to this section—
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(~{) inspect and search the person, place, pr( mises, vehicle, vessel or aircraft in
question, and there make such enquiries zs the inspector may deem necessary;

(b) examine any medicine, complernenta]y  medicine: veterinary medicine,
device, tirticle or document found on de person, place, premises, vehicle,
vessel or aircraft;

(~) request information regarding such mxlicine,  complementary medicine.
veterinary medicine, device article ordo,.:ument  from the owner or person in
control oragentof aperson  in control oi theplace,  premises, vehicle, vessel
or aircraft or from any person in whose i)ossession or control that medicine,
complementary medicine, veterinary medicine, device, article ordocurnentis,
6r who may reasonably be expected to h’Lve  the necessary information;

(d) make copies of or take photographs or e:.tracts from any document found on
the person, place, premises. vehicle. ves:el or aircraft:

([’)  attach anything on or seize from the perscn,  place, premises. vehicle, vessel or
aircraft which has a bearing on the inves igation;

(,/) it’ the inspector wishes to retain anythin;  : contemplated in paragraph (e) for
further examination or safe custody, r :rnove it from the person, place,
premises. vehicle, vessel  or aircraft ag~ inst the issue of a receipt but any
medicine, complementary medicine, vet :rinary medicine. device, article or
document that has been so removed, mwst be returned [IS soon as possible after
the purpose for which it was removed h:~s been achieved, but further that if
there is no pers(m present to receive the receipt when issued. it must be affixed
to a prominent place of such place, premises, vehicle, vessel or aircraft.

(5) Any person from whom information is requi[ :d in terms of subsection (4)([/)  and
(c’) may be assisted in supplying the information b, a legal representative find must be
so informed before being required to provide such information.

(6) (([) A warrant  referred to in subsection (2) m]st  only be issued in chambers by a
magistrate or a jndge of the High Court, if it appe~rs  to such magistrate or judge from
information on oath that there are reas(mable groo]  ds for believing that any medicine,
article or document which has a bearing on the inves i.gation is in the possession  or under
the control of any person or on any place. premise:., vehicle, vessel or aircraft situated
within the urea of jurisdiction of such magistrate x judge and cannot be reasonably
obtained in any other manner.

(/?) A warrant referred to in subsection (2) must be executed by day unless the person
who authorised it authorises the execution ther ;of at night, at times which are
reasonable.

(c} A warrant referred to in subsection (2) may te issued on any day and must be of
force until—

(i) it is executed: or
(ii) it is cancel led by the person who issued i: or, if such person is not available,

by any person with like authority; or
(iii) the expiration of one month from the da~ of its issue,

whichever may occur first.
(a’) A person executing a warrant under this sec ion must at the commencement of

such search, hand the person referred to in the wa ~ant or the owner or the person in
control or the agent of the person in control of the place, premises, vehicle, vessel or
aircraft, if such person is present, a copy of the warr mt, but if no such person is present,
he or she must affix a copy of the warrant to the place, premises, vehicle, vessel or
aircraft at a prominent and visible place.

(e) A person executing a warrant under this secl ion must, at the commencement of
such execution, identify himself or herself and if th:  owner or the person in control or
the agent of the person in control of the place, p emises, vehicle, vessel or aircraft
requires authorisation to execute a warrant under t lis section, the particulars of such
authorisation must also be furnished.

(7) (a) A person who may lawfully under this s :ction enter and search any place,
premises, vehicle, vessel or aircraft may use SLL :h force as may be necessary to
overcome any resistance against such entry and sea “ch of the place, premises, vehicle,
vessel or aircraft, including the breaking of any door or window of such place, premises,
vehicle, vessel or aircraft.
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(b) A person referred to in paragraph (a) must fi st audibly demand admission to the
premises and notify the purpose for which that person seeks to enter such place,
premises, vehicle, vessel or aircraft.

(c) Paragraph (u) does not apply where the 1 erson concerned is on reasonable
gr(wnds  of the opinion that any medicine, co nplementary medicine, veterinary
medicine, article or document which is the subje.:t of the search may be destroyed,
disposed of or tampered with if the provisions of Faragraph (b) are complied with.

(8) [f during the execution of a warrant in term; of subsection (6), a person claims
that an article or document found on the person, place, premises, vehicle, vessel or
oircmft contains privileged information and refus.:s the inspection of such article or
document, the person executing the warrant may request the Registrar of the High Court
which htls jurisdiction or that Registrar’s delegate, to attach and remove that article or
document for safe custody until a court of competent jurisdiction has made a ruling on
the question whether or not the information in que’,tion  is privileged,

(9) If in the execution of o warrant in terms of f ubsection (6), it is necessary to use
force to gain entry to a place, premises, vehicle, \ tssel or aircraft as contemplated in
subsection (7)(a)  and the force of’ such entry cause:  damage to any lock, door, window,
wall or other part of such place, premises. vehicle, v :ssel or aircraft or to anything inside
such place, premises. vehicle, vessel or aircraft, the Authority may request the Minister
to authorise that such damage be made good from S, ate funds but no such request by the
Authority and authorisation by the Minister must b: made if the person responsible for
the place, premises, vehicle, vessel or aircraft was p~esent at the time of entry and ftiiled,
without just cause, to facilitate the entry.

( 10) Subject to subsection (11), an inspector ma ~, during the day, without a warrant
enter upon and search any place, premises, vehi ~le, vessel or aircraft after having
identified himself or herself, exercise the powers coi]templated  in paragraphs (a) and (b)
of subsection (2), and subsection (4) (except the p( wer to search any person), if—

(a) the person who is competent to consent f > the entry and to such search; or
(b) the inspector on reasonable grounds beli{ ves that—

(i) the required warrant will be issued t ) him or her in terms of this section
if he or she were to apply for the w: rrant; and

(ii) the delay that would ensue by first ot,taining  the warrant would defeat the
object or purpose of the powers con emplated in paragraphs (a) and (b)
of subsection (2) or subsection (4).

(II ) Subsection 10(h)  does not serve as authorit~, for, and may not be applied for the
purposes of, entering and searching a private dwel! lng.

( 12) No answer given or statement made by any lerson to an inspector exercising the
powers of the inspector in terms of paragraph (a} e Id (c) of subsection (4) or given or
made to any inspector exercising like powers by v rtue of subsection ( 10), will, if self
incriminating, be admissible as evidence against t lat person in criminal proceedings
instituted in any court against him or her.

( 13) The provisions of subsection (3) regarding t] Ie manner in which a search must be
conducted, and subsections (7)(0) and (b), (8) and (( ), will apply nmrutis rnufaruiis to an
inspector act ing by virtue of subsection (10).

( 14) Despite subsection (2) an inspector may witk out a warrant during business hours
conduct routine inspections of any place or premi: es from which a person authorised
under this Act to manufacture, compound, dispem ~, distribute, advertise, or sell, any
orthodox medicine, complementary medicine, vete -inary medicine, medical device or
Scheduled substance, conducts business, in orde: to ensure compliance with any
prescribed requirements.

Offences
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(a) obstructs or hinders any inspector in the ~ xercise  of his or her powers or the

cw-rying out of his or her duties under this Act; or
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(h)

(1”)

(d)
(c)

(j)

(x)
(h)

(i)

(j)

(k)

(1)

contravenes or fails to comply with the provisions of section 28 or section
33( l): or
contravenes the provisions of section 27 c-fails to comply with a notice issued
under that section: or
contravenes section 29( 1); or 5
contravenes or fails to comply with an J condition imposed under section
~Q(fj);  or
fails to cotnply with any direction given under section 36 or contravenes
subsection (3) of that section; or
with fraudulent intent tampers with any s ample taken in terms of this Act; or 10
makes any false or misleading statemen  in connection with any medicine,
complementary medicine, veterinary metlicine, medical device or Scheduled
substance—
(i) in an application for the registration, thereofi  or

(ii) in the course of the sale thereofl or 15
sells any medicine, complementary medcine,  veterinary medicine, medical
device or Scheduled substance upon t le container of which a false or
misleading statement in connection with the contents is written; or
for purposes of a business or trade makes .rse of any report or certificate made
or issued by an inspector, analyst, pharr Iacologist or pathologist under this 20
Act; or
contravenes section 31 or contravenes or fails to comply with any condition
imposed thereunder;
contravenes or fi~ils to comply with secti{m 45,

is guilty of an offence. 25

Penalties

42. ( 1 ) Any person who is convicted of an offet ce referred to in section 41 is liable
to a tine, or to imprisonment for a period not excec ding .10 years.

(2) The court convicting any person of an ofti nce under this Act may, upon the
application of the prosecutor, declare any me .ticine, complementary medicine, 30
veterinary medicine, medical device or Scheduled substance in respect of which the
otience has been committed to be forfeited to the state.

(3) Any rrredicine.  complementary medicine, vet:rinm-y  medicine, medical device or
Scheduled substance forfeited under this Act must t e destroyed or otherwise dealt with
as the Authority may direct. 35

(4) Despite anything to the contrary in any Iav contained, a magistrate’s court is
competent to impose any penalty provided for in this Act.

Presumptions and evidence

43. ( I ) In any criminal proceedings under this \ct—
(~~) any quantity of a medicine, complements y medicine, veterinary medicine or 40

Scheduled substance in or upon tiny premi ies, place, vehicle, vessel or aircraft
at the time a sample thereof is taken pul want to the provisions of this Act
must, unless the contrary is proved. be de( med to possess the same properties
as such sample;

(b) a certificate stating the result of a test, ex, mination or analysis carried out in 45
terms of the provisions of section 40 al d purporting to be signed by the
~lllillyst,  pharmacologist  or pathologist wh)  carried out such test, examination .
or analysis, may be accepted as pri)~ta f(u ie proof of the facts stated therein;

(() any statement or entry contained in any bo]k, record or document kept by any
owner ok’ .i medicine, complementary med tine, veterinary medicine, medical 50
device or Scheduled substance, or by the rlanager, agent or employee of such
owner or found upon or in any premises ( ccupied by, or any vehicle used in
the business of, such owner. must be at missible  in evidence against that
pers(m ;]s an admission ok’ the facts set for h in that statement or entry, unless
it is proved that that statement or entry was not made by such owner, or by any 55
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manager, agent or employee of such owr ~r in the course of his or her work as
manager, or in the course of his ugency  m employment.

(2) The court in which any such certificate s adduced in evidence may in its
discretion cause the person who signed such cert. ficate to be summoned to give oral
evidence in the proceedings in question or may cause written interrogatories to be
submitted to that person for reply, and such int xrogatories and any reply thereto,
purporting to be a reply from such person, is admissible in evidence in such proceedings,

CHAPTER V] 1

WINDING UP OF AUTHORITY, PROHIBITION OF DISCLOSURE OF
CERTAIN INFORMATION, REGULATIONS , REPEAL AND AMENDMENT
OF CERTAIN SECTIONS OF ACT 101 OF 196!, ACT 36 OF 1947 AND SAVINGS

Winding up of Authority

44. The Authority may not be wound up excep by or under wrthority of an Act of
Parliament.

Prohibition of disclosure of certain information

45. (1) No person who is a melmber of the Board, the staff of the Authority,
committees of the Authority or providing any se! vice to the Authority may, save as
required by an order issued by a court of competen  jurisdiction, disclose to any person
any information in relation to the acquisition, sup]ly, marketing, importation, export,
development, manufi~cture,  or research in tonne.:tion with any orthodox medicine,
complementary medicine, veterinary medicine or medical device preparation and or any
other matter related thereto, by any applicant.

(2) Subsection (1) does not prohibit the disclosiire  of information-
(a) of decisions of the Board in accordance with its rules;
(b) where the Board considers the release wodd  be in the interest of public health;
(c) by any member of the Authority in acc ~rdance with the provisions of the

national legislation contemplated in sect on 3 1(2) of the Constitution; or
(d) released for publication by the Minister ( ~r by a person authorised thereto by

the Minister in the interest of public heath; or
(e) to other agencies nationally or internatior ally, if that is in accordance with the

objects of the Authority and is necessary ‘or the performance of the functions
of the Authority.

(3) Any person who contravenes subsection (1), is guilty of an offence and liable on
conviction to a fine, or to imprisonment for a perioc not exceeding 12 months or to both
such fine and such imprisonment.

Proceedings by Minister in case of non-complia)tce  with Act by Authority

46. (1) If at any time it appears to the Minis er that the Authority has failed to
comply with any of the requirements of this Act, th: Minister may by notice in writing
require the Authority to remedy the default within 1 specified time.

(2) If the Authority fails to comply with the terl M of such notice, the Minister may
apply to a court of competent jurisdiction for an order compelling the Authority to
remedy the default, and the court may make such ( rder thereon as it thinks tit.

Limitation of liability

47. No legal proceedings lie against any member of the Authority, its committees, or
any person co-opted to any of its committees, or an! person contracted by the Authority
to assist it in the performwrce  of its functions in ter ns of this Act, in respect of any act
performed in good faith by any member of the Autt ority, its committees, or any person
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,

co-opted to any of such committees, or any person contracted by the Authority to assist
in the performance of its functions in terms of thi: Act.

Regulations !/
48. ( 1 ) The Minister may, in consultation with the Authority, make regulations—

(a)

(b)

(c)

(d)

(e)

(f)

(g)

(h)

(i)

(j)

(k)

(1)

(m)

(tl)

regarding the categories of persons by w [Om application may be made for the
registration of any orthodox medicine, f. omplementary  medicine, veterinary
medicine or device or to whom a certific: te of registration may be transferred;
regarding the format and forms which ml st be used for any application for the
registration of any medicine and the pa] ticulars  that must be furnished with
any such application (including particulas  regarding the method by which the
orthodox medicine, complementary m ~dicine or veterinary medicine in
question or any component of such f rthodox medicine, complementary
medicine or veterinary medicine is man Ifactured and the premises at which
such orthodox medicine, complementar~  medicine or veterinary medicine or
any such component is manufactured);
providing for the classification of or hodox medicines, complementary
medicines, medical devices or veterinary medicines into classes or categories
for the purposes of this Act;
regarding the samples of any orthodox m,:dicine, complementary medicine or
veterinary medicine and the quantity t] Iereof  which must accompany any
application for the registration of such >rthodox medicine, complementary
medicine, medical devices or veterinary medicine;
regarding the form in which the register referred to in section 24(5) must be
kept and the particulars which must hc entered therein in respect of any
registered orthodox medicine, compleml ntary medicine, medical devices or
veterinary medicine;
regarding the form of any certificate of re ~istration  of any orthodox medicine,
complementary medicine or veterinary n Iedicine;
regarding the circumstances in which, tht conditions on which and the person
or categories of persons to whom any mthodox medicine, complementary
medicine, medical devices, veterinary m,. dicine  or Scheduled substance may
be sold; !
regarding the manner in which any ~ackage containing any orthodox
medicine, complementary medicine, mec ical devices, veterinary medicine or
Scheduled substance must be labelled, p.lcked or sealed;
regarding the particulars in regard to the Ise thereof which must be furnished
of any orthodox medicine, complement wy, medicine, veterinary medicine,
medical devices or Scheduled substance sold which must be furnished, and
the manner in which such particulars mu ;t be furnished;
regarding the particulars which must apF M in any advertisement relating to
any orthodox medicine, complementary medicine, veterinary medicine or
Scheduled substance, or prohibiting the i Iclusion  of any specified particulars
in such advertisement, or the distributii m of any such advertisement to a
specified person or a specified categ( lry of persons or to a specified
organisation or a specified category of organisations;
regarding the requirements with which a,ly orthodox medicine, complemen-
tary medicine, medical devices or veter nary medicine, or any component
thereof must comply in regard to com~ osition, therapeutic suitability and
effect, purity or any other property;
regarding the particulars which must be p lblished” in the Gazefte in respect of
any application for registration referred t J in section 24(I);
regarding the particulars which must app~:ar on a prescription or on an order
for an orthodox medicine, complemental Y medicine, veterinary medicine or
Scheduled substance, the number of ssues of an orthodox medicine,
complementary medicine, veterinary medicine or a Scheduled substance that
may be made on any such specified prescr  ption or order, the manner in which
any such prescription or order must be issued and the period for which any
such prescription or order must be retaim d;
regarding the forms of Iicences,  registet $, prescription books, records and
other documents which must be kept or used in respect of Scheduled
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substances, the monner in which they rilust  be kept, the particulars must be
entered therein and the place where and the period for which they must be
retained;

(o) requiring the furnishing of returns, re~mrts and information in respect of
Scheduled substances and plants from which any such substance can be
extracted, derived, produced ormwrufactured, and inrespcct  ofanyor[hodox
medicine, complementary medicine, veterinary medicine or other substance
of which any such Scheduled substance is a component;

(p) regarding the transshipment or the exp( rtation from or importation into the
Republic of any Scheduled substance, specifying the ports or places at which
such substance may be brought into the Republic;

(q) authorizing and regulating or restric  ing the transmission through the
Republic of Scheduled substances;

(r) regarding the manner in which packag:?s containing Scheduled substances
must be labelled when imported into or rlanufactured  in the Republic and the
persons by whom and the manner in WE ich they must be kept;

(s) authorizing and regulating the purcha ie, acquisition, keeping or use or
preparation of cocaine by managers o persons in charge of factories, or
workshops in connection with the tre: tment of eye injuries or for other
essential purposes;

(t) authorizing and regulating the purcha ie, acquisition, keeping or use of
Scheduled substances by particular pers. ms or categories of persons;

(u) authorizing and regulating the possessil  m by persons entering or departing
from the Republic of specified quantities ~f Scheduled substances for personal
medicinal use;

(v) as to the disposal or destruction of an m-thodox  medicine, complementary
medicine, veterinary medicine or a Sc”mduled substance, and the records
which must be kept in respect thereof;

(w) as to the importation, conveyance, keep ng, storage, processing and packing
of orthodox medicines, complementary medicines, medical devices, veteri-
nary medicines and Scheduled substances, and the manner in which orthodox
medicines, complementary medicines, veterinary medicines, device and
Scheduled substances must be kept and controlled in different categories of
hospitals;

(x) prescribing the method in accordance wii $ which samples may be taken under
this Act and the form of the certificates to be issued by the inspectors in respect
of such samples;

(y) prescribing the methods to be employed md the form of the certificates to be
issued in connection with the testing, ~xamination  or analysis of samples
taken under this Act;

(z) authorizing, regulating, controlling, restr cting or prohibiting the registration,
manufacture, modification, importation, torage, transportation, sale or use of
any medical device or class of medicd  devices or orthodox medicines,
complementary medicines or veterinary medicines in respect of its safety,
quality and efficacy;

(d) with regard to any matter to ensure the sa ety, quality and efficacy of orthodox
medicines, complementary medicines, veterinary medicines, and medical
devices;

(:B) as to the summary seizure and disposal { f any Scheduled substance found in
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the possession or custody of any person r lot entitled under this Act to keep or 50
use it;

(zC) as to the disposal or destruction of a Sch:duled  substance which has become
unfit for use, and the report to be furnish :d in respect thereofl

(zD) regarding the fees to be paid to the Auth )rity in respect of an application for
the registration, and in respect of the re~istration  of an orthodox medicine, 55
complementary medicine, veterinary medicine, Scheduled substance or
medical device the fee to be paid annual Iy to the Authority in respect of the
retention of the registration of an o thodox medicine, complementary
medicine, veterinary medicine, Scheduk  d substance or medical device and
the date on which such annual fee must 1 le paid; 60

(zE) regarding the fee payable in respect ( f the authorisation of the use of
unregistered orthodox medicines, comp ementary medicines or veterinary

:
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medicines, the issuing of any licence unc”er this Act, or renewal of any license
under this Act, the performance of il ,spections to assess the quality of
orthodox medicines, complementary me{ Iicines,  veterinary medicines, Sched-
ule substances or medical devices fcr purpose of registration and the
evaluation of changes to the particulars :ontained in registers;

(zF) relating to appeals against decisions of tl e Director-General or the Authority;
(zG)  relating to the conditions under which ( jrthodox  medicines, complementary

medicines, veterinary medicines or Scheduled substances may be sold;
(zH) relat ing to the re-packaging  of orthodc  x medicines, complementary medi-

(Zl)

(zJ)

tines or veterinary medicines, in patient ready packs;
relating to the scientific, pharmaceutical clinical and other skills required by
members of the Authority or any commi+tee  of the Authority or by a member
of the executive committee of the Autht rity to evaluate the quality, efficacy
and safety of orthodox medicines, complimentary medicines, medical devices
or veterinary medicines;
relating to the safety, quality and eftica{. y of imported orthodox medicines,
complementary medicines, medical devi ~es or veterinary medicines;

(zK) relating to the control and conduct of cli lical trials: and
(z.f.) any other matter not inconsistent with this Act.

(2) The Minister must, not less than 3 months before any regulation is made under
subsection ( I), cause the text of such regulation to ~e published in the Gazerre, together
with a notice declaring the Minister’s intention to make that regulation and invite
interested persons to furnish the Minister wit!l any comments thereon or any
representation they may wish to make in regard thareto.

(3) Subsection (3) does not apply in respect of–
(a) any regulation which, after that subsection has been complied with, has been

amended by the Minister in consequerme of comments or representations
received by the Minister in pursuance of the notice issued thereunder;

(b) any regulation in respect of which the M nister is, after consultation with the
Authority, of the opinion that the public i] terest requires it to be made without
delay.

(4) A regulation under subsection (1 )(zD) and (+) must be made only in consultation
with the Minister of Finance.

(5) Regulations made under subsection (1)(k) may p;escribe that any orthodox
medicine, complementary medicine, medical de’ ices, veterinary medicine, or any
component thereof must ~ompl y with the requiremr  nts set out in any publication which
in the opinioq of the Authority is generally recogn I sed as authoritative.

(6) Regul&ons  may be made under this sectio I in respect of particular orthodox
medicines, complementary medicines, veterinary 1 ledicines, or Scheduled substances
or classes or categories of orthodox medicines, complementary medicines, medical
devices, veterinary medicines, or Scheduled sub: tances, or in respect of orthodox
medicines, complementary medicines, veterinary cledicines, or Scheduled substances
other than particular classes or categories of orl hodox medicines, complementary
medicines, veterinary medicines or Scheduled substmces,  and different regulations may
be so made in respect of different orthodox medicines, complementary medicines,

● veterinary medicines or Scheduled substances or different classes or categories of
orthodox ,medicines,  complementary medicines, 1 eterinary  medicines or Scheduled
substances.

(7) Any regulations made under this section may prescribe penalties for any
contravention thereof or failure to comply therewi’h  and a fine, or imprisonment, not
exceeding the maximum penalty provided for in section 42.

(8) Despite the provisions of subsection(1), the Minister may, if the Minister deems
it to be in the public interest, after consultation with the Board or the Executive
Committee thereof, make regulations relating to any matter referred to in subsection ( 1 ).

Act binds State

49. This Act binds the State.
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Repeal and amendment of certain sections and ~avings

50. ( I ) Subject  to subsection (2)—
(a) the Iuws mentioned in Schedule [ are heeby repealed to the extent set out in

that Schedule; and
(b) the Fertilizers, Farm Feeds, Agricuiturd  Remedies and Stock Remedies Act, 5

1947 (Act No. 36 of’ 1947), specitied in Schedule 2 is hereby amended to the
extent set out in that Schedule.

(2) At the colmmencernent  of this Act—
(a) anything done in terms of the repealed Medicines and Related Substances

Control Act, 1965, and the Medicines and Related Substances Control Act 10
(Transkei),  1978; and the amended provisions of the Fertilizers, Farm Feeds,
Agricultuml  Remedies and Stock Reme3ies  Act, 1947. in respect of stock
remedies prior to the commencement oft tis Act, is deemed to have been clone
in terms of this Act;

(b) permits , Iicences or certificates issued b y the Medicines Control Council m 15
any body in terms of the provisions of th(’ Medicines and Related Substances
Control Act, 1965, or by any body in t mns of the Medicines and Related
Substances Control Act (Transkei),  1973, prior to such commencement is
deemed to be permits, Iicences or certiti cates of registration granted by the
Authority in terms of this Act: and 20

(c) permits, Iicences or certificates of registration issued in terms of the
Fertilizers, Farm Feeds, Agricultural R::medies and Stock Remedies Act,
1947, in respect of stock remedies, prior t ~ such commencement is deemed to
be permits, Iicences or certificates of r :gistration in respect of veterinary
medicines granted by the Authority in te] ms of this Act. 25

(3) Subject to this Act, the Registrar appointed in terms of the Medicines Act mus[ act
as the Chief’ Executive Oficer  until a day immedi ltely preceding the day on which a
Chief Executive Ofiicer is appointed in terms of se:tion  16.

(4) Subject to this Act, the Medicines Control Cc,Jncil established by section 2 of the
Medicines Act must perform the functions of tle Board until a day immediately 30
preceding the day on which the Minister uppoints [he Board in terms of section 6.

(5) Any officer or employee of-
(a) the Department of Health’s Directorate. Medicines Administration, which

provides support to the said Medicines (~ontrol Council, may act as a staff
member of the Authority until a date det :rmined by the Director-General of 35
Health; and

(b) the Department of Agriculture perform ng on a full-time basis functions
regarding stock remedies may act as a st, df member of the Authority until a
date determined by the Director-General c,f Health, acting in consultation with
the Director-General of Agriculture. 40

Repeal of certain laws

51. All laws which formed part of the Iegisla[ion of the Republics of Transkei,
Bophuthatswana, Venda and Ciskei and those laws which formed part of the legislation
of the self-governing territories of Lebowa, Gazankulu,  Qwaqwa,  KwaZulu,
KwaNdebele  and KaNgwane in terms of the Nationzl States Constitution Act, 197 I (Act 45
No 2 I of 1971 ), must, to the extent that they deal w tth matters provided for in this Act,
be deemed to be repealed.

Operation of Act in relation to other laws

52. This Act is in addition to and not in substituti(m for any other law which is not in
conflict with or inconsistent with this Act. 5 0

Continuation of Regulations and Schedules of SI bstances  determined in terms of
Medicines Act

53. ( 1 ) Subject to this Ac[, all Regulations made in terms of the Medicines Act and any
Schedules of substances which had been determir ad in terms of the Medicines Act
remain, subject  to any repeal or amendment by a ctvnpetent authority, in force. 55
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(2) Subject to this Act, all Regulations made in tt rms of the Stock Remedies Act and
any Schedules determined in terms of the Stock Remedies Act in respect of stock
remedies remain, subject to any repeal or amendme] t by a competent authority, in force.

(3) Despite subsection (1), but subject to subs ;ction (4), Schedules 1 up to and
including Schedule 9 of the Medicines Act, are her:by repealed. 5

(4) Any reference in any law or document to any nedicine or substance referred to in
any Schedule to the Medicines Act prior to the date of commencement of this Act, must
be construed from that date as a reference to the corresponding medicine or other
substance prescribed by the Minister under section 31.

Amendment of Schedules 10

54. The Minister may, on the recommendation of the Authority, by notice in the
Gazette amend the Schedules referred to in sectiori 53, by the inclusion therein or the
deletion therefrom of any medicine or other substalce,  or in any other manner.

Short title and commencement

55. This Act is called the South African Medicin  ;s and Medical Devices Regulatory 15
Authority Act, 1998, and comes into operation on a date determined by the President by
proclamation in the Gazette.
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SCHEDULE~

REPEAL OF L&VS

(Section 50)

No. and year of law Short title Extent of repeal

Act No. 10!  of 1965 Medicines and Related Substances Thewhole,  except sections 1, 15B,

Control Act, 1965 18, 22B, 24, 34A and 40.

Act No. 90 of ] 997 Medicines and Related Suhstartces Thewhole,  except sections 1, 10,

Control Amendment Act, 1997 12, 14,15, 22,26, 28,31 and 33.

Act No. 27 of 1978 Medicines and Related Substa~ces The whole.

(Transkei) Control Act, 1978
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SCHEDULE2

~o. and year of law
4CI No. 36 of’  1947

hurt title
ertilizers. FarITI  Feeds,
agricultural Remedies
nd S~ock Remedies Act,
947

Exten  of Amendment
rhea]  lendmentofsectimr 1 nfAct360f  1947a\
imerwedbysectirm  I ufAct240f  1947 andsec-
limr I >fAct40f  1980.

l. S.:ction  I of Act36nf  1947 isherehy
4.lmen(L.  —

(a) ‘~ythesuhstitotio  nforthedetini(i nnnf  “ad-
vertisement”  of the t’ollnwing  definition:
“advertisement’” means any written. illusimted.
visual ~r other  descriptive material  or oral sttKe-
ment,  :mnrnunicatinn, representation or reference
:Iistrib  Ited  tn member~  of the public nr brnught  to
their rvrtice in any other mannerand  which is ill-
tendec toprnmote  the sale nf’fertilimrs, firm
feeds,  Igricl]l(llr:il rellledles  [flrst{)ck  remerlies[
orenc wmge  the use thereofor dmw attention  to
[he mu Ire. properties.: ldkii!)t:lgest )r~lses thereof.
md “; Jvertlw” has o corresponding metming:’”:

(h) ,ythesubstitution  furthedefiniti(  mol’’es-
l:ihliihl]ent’’~~fthe f(~lluwing  cietinition:

“est~lb’ishlllent”, in relist  ion to o fertilizer. farm
feed, ~: tigricultuml  remedy [nr stuck feed].
mews  the premises where such fertilizer, farm
feed,  c agricultural remedy [or stock feedl is- .
mmruf.  ctured,  controlled. pa~’ked.  marked or lil-
helled ‘orthepu~osesofsole:ti[]cl

(() I ythesubstitutinn fm’thedefinitinnof’
“regisr-; w’” of’ the folinwing  definition:
“regi${ -w-”  Imeans  [he Registrar uf Fertilwers.
F<irtll I ~ecis,  @ Agricultural Remedies land

Stock Remediesl designate  din termsofsectmn
z ;ir,d Includes  an oflicer acting  under a delega-

ting fr( (ll(~runcierthecolltr(~l  mdirectiunof  the
registc  r.

ThesutstitLJtlon(  ~fsecti(~n2c)fAct  360f 1947:1s
nmend,.d  by section 2 of Act 60 of 1970 and wlh-
stituted  by section 2 fJAct  24nf 1977.

2. Tle follnwing  section is hcrehy  wfmtituted
for sec. Ion 2 of Act 36 uf I W7:

‘“fkig  Iation of registrar

2.( I The Minister shall designate anotficerin
the Delwtrnent  of Agricultul dTechnicd  Services
m the Registmr of Fertilizers. Farm  Feeds. :md
Agricu.  !ural Remedies [and Stock Remedies]
w,I1o shill, subject to any instructions  issued by
the Mi[.  ister, exercise thepowers,  perf(mnthe
functin!s and cm-y  out the duties  cnnferred upon.
assigne.1  to orimposed  upon the registmrunder
this Ac

(2)(( JAnypnwer  cotlferred  upon,  f(lncti(m
assignel to or duty imposed upon the registmr
may be exercised, performed or earned  out by an
officer I nderirdelegatiorr  from or undertbe  con-

trul ortirectionof  the registmr.
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(b) ? ny decision rmrde or instruction issued by
wry su,  hofficerrnay  be withdrawn rrrzrmended
hy the egistrar,  andshall. untilithasbeenso
withdr,  wn or amended, bedeerned. except for the
purpn~  of’ this ptimgraph.  to have been made or
given ly [he registrar,’”

The su’,stitutionc  >fseciion 3of Ac( 3fsof 19-t7m
umendl  d by section 3 of Act 60 uf 1970, section
3of At(240f  1977 tin(isecti{Jn  2c)f Act4(~f
1980.

3, Tbe  following section is hereby substituted
for see, ion 3 of Act 36 of 1947:

<‘ Regis :ration  of fertilizers, farm feeds, agricul-
tural r ,medies,  sterilizing plants and pest cors-
trol

3.( I ((/) Applicati onforregistmtirm  ofafer-
tilizer. arm feed, agricultural remedy. [stnck
reined}], sterilizing plant or pest control operator
shall ix made to the registrar in the prescribed
numnel  md shall beacc{mlpanied  hy the pre-
scribed application tee.

(b) A IY person applying frrr registration in
terms c”psragraph(nsh  al] sklpplyorll]akeav:lil-
ahleto he registrar, in the munner  and at the time
:ind pkr  e that  he or she determines. the samples
and par iculars that he requires.

(2) Ift. after consideration of any such applica-
tion om after such investigation imd enquiry as he
or she I my deem necessary, the registrar is satis-
fied tha —

((I) tlefertilizer.  farmfee{i.~  agricuhuralrenl-
edy [or’ stock remedy] in respect of which regis-
tration ;applied forissuitirble  and sufficiently
etf’ectiv  forth epurposes  for which it is intended.
:ind cor plies with such requirements as Imiy  he
prescrit?d, wrd  that  it isno(contmry  (othepubiic
interest :hat it be registered. and  thfit  (he estah-
Iishrner  where it ismmmfactoredissoi  tablefor
such manufacture. he orshe shtill register such
fertilize..f  armfeedo  ragricoltumlr  ernedy [or
s t o c k  n.medy]:  —

(b) ttesterilizing  plant  inrespect  of which
registra.lon  isapplied foris  suitable and sufl -
cierrtlyctiective for the purpmse  for which it is
intendec,  and complies with such requirements as
may be >rescribed. and that it is not contrary to
the pub’[c  interest that such stenlizingplimt  be
registered, he or sbe shall  register such sterilizing
plant;

(c) tbepest  controlrrpemto  rinrespectof
wbmn r,giswatirm is applied for has the pre-
scnhcd  Qualifications or is otherwise, to such ex-
tent as rlay be determined by the registrar, skilled
in the use of agricultural rernedles,  and that II is
not contary mthe public interest thut  such pest
c{mtrol,  ,perator  he registered.  he or she $hall reg-
ister wc I pest control operator:
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Prrwidc  j that the registrar may refuse an applica-
ticrnfm registration of afertiliz.er,  farm feed, agri-
:cdtcrml remedy, [stoek remedy], steri]izingp]arrt
or pest  :ontrol  operator if any previous registra-
:irrnof  ucha fertilizer, ~~rm feed,  agricultural
remedy. [stock remedy], sterilizing plant or pest
:ontrol ]perator has been cancelled under
section  $.

(3) A Iy registration under this section shall be
subject  o the prescribed and any additional con-
ditions  IS may be determined by tbe registrar and
shall be valid forsuch  perirsd  as may bepre-
scribed andthe registrar shall issue in respect of
wcb re~,istration a certificate of registration to the

person .pplying  therefor.
(4)(()  Anyregistratirrrr under this sectmn may

be rene ved when the period for which it is valid
has Lrped.

(b) lneprrrvisions  ofsubsection  s(l), (2)and
(3) shal!  murcJri,!  rnufandi,r  apply to the renewal of

any registration. ”
—

Tbe substitution of section 4 of Act 36 of’ 1947 as
substitu  ed by section 4 of Act 60 uf 1970, section
4 of Ac’  24 of 1977 and amended by section 3(c)
of.4ct~’ of 1980

4. Th:  following section is hereby substltoted
for sect on 4 of Act 36 of 1947:

“Canct;llation of registration

4. ( I ~ The registrar may cancel  the registration
of any Imtilizer, farm feed, oragricultrrral  remedy
[or stork remedy] at any ti~e  if he or she is sat-
sfied—

(a) th.~t  a person bas in connection with the
egistra ton crmcemedcontrd  vened or failed to
:ornply  with a provision of tbis  Act:

(czA)  I lat a person has contravened or failed  to
:omply  with a condition to which the registration
:oncern:d  is subject:

(b)  th ~t such fertilizer, farm feed, or agricultural—
.emedy  (or stock remedy] is not of the composi-
imr anct efficacy specified in the application for
.egistmt  on thereof, drres not possess the chemi -
:al. phy ,ical and other properties so specified and

ioes no comply with any requiretnents  that may
K prescribed;

(c)  th t the practices followed and facilities
lvailabl: at or in respect of tbe establishment or
he rrpeI ]tion  of the undertaking at such establish-
ment  arc not suitable for the manufacture of the
~errilize:, farm feed, or agricultural remedy [or
;tock rx reedy] conce—med;

(d) th t the person managing such undertaking
foes no! have sufficient knowledge of the relevant
provisic  M of this Act or of tbe practices to be
followe,  in the operation of such undertaking;

(e) thit it is contrary to the public interest that
such  ferilizer,  farm feed, ~r agricultural remedy
[or stoc’t remedy]. shall remain registered: ur
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(f) th,  t any incorrect or misleading advertise-
ment is Jsed in connection with such fertilizer.
farm fe d, or agricultural remedy [or stnck
remed)l. —

(2) T;le registrar rmiy cancel  the registration of
any stel Iizing plant ut any time if he or she is
wtislie<  that—

((I) a )erson has in cmrnectinn  with the registra-
tion  CM cerned  contmvmred  or fttiled  to comply
with a provision of this Act:

(h] a i]erson has contmvened  or failed to com-
ply wid  a condition to which the registration con-
cerned :; subject:

(f)  th., sterilizing plant dries not comply with
the pre:;  rihed rxmditinns  m is otherwise not ef-
fectitel  equipped f(,r  the sterilization of the sub-
stances eferred to in the defini(inn of “sterill  Ting
plant”’;

(d) it s contrary tn the public interest that  the
sterilizi,lg pkrnt shall remain registered.

(3) T {e registrar may  cancel  the registration of
ony pes cnntrol  opemtor at any time if he or she

is satisf  d that—
((l) tte pest control  rspemtnr  h;is  contravened or

failed  to comply with u provision of this Act or a
condition  of his registration:

(b) tl, t pest control operator has failed to a)m-
ply witt!  an order issued under section 6A;

(c) it is corrtmry  m the public interest that  the
pest control opemtrrr shall remain registered. ”

The sub ;titution  of section 4A of Act 36 of 1~47
as inser!:d by section 5 of Act 24 of 1977 and
amendel by section 4(cJJ  and (c) of Act 4 of 1980

5. Tht fullowing section is hereby substituted
for sectt m 4A of Act 36 of 1947:

“Avail@  bility,  lapse and return of certificate of
registration

4A. ( I ) rhe person to whmn a certificate of regis-
tration b m been issued in terms of section 3(3)
sh;dl-

((I) ii the case of o fertilizer. farm feed, q ag-
ricultural remedy [err stock remedy]. cause thtit
certificate of registration or a copy thereof to he
a~, ailabl. for inspection by the registrur  ot all
times at the establishment where such fertilizer.
filrm fee J, or agricuhural remedy [or stock rem-

edy] is ]wmufactured:  or
(b) in the case nf a sterilizing plant or a pest

contrnl  ( pemtnr,  produce that certificate of regls-
tmtimr  o‘ a copy thereof to the registrfir  when he
or she is so requested.

(2) Tl& registration of any fertilizer. fwm feed,
or agricultural remedy [or stock remedy] and the
=etlitica:  of registration issued in respect of such
regis tra ion shall lapse—

(a) if he person to whnm that certificate of
registmt  on h:is  been issued, ceases  to mwrofac-
ture or sII the fertilizer. form  feed. or agricuhuml—
remedy ‘or stock remedy] in question: or

(/7) if he esusblishment  in question is no longer
used for+the  mwruf  actore of such fertilizer. form
feed. agI icuhuml remedy or stnck feed.
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(2A) rhe registration of arw sterihzirw dant-.
mrd the certificate of registration issued in respect
of such registration shall lapse if the registered
pkint  ce,.ses to be used as a sterilizing plant.

(29) rhe registration of any pest control rsp-
erator  at~d the certificate of registration issued in
respect ~ f such registmtion  shall lapse if the regis
tered peI  son ceases to be a pest control operator.

(3) W ]en the registration of any fertilizer, farm
feed, agi  icultural  remedy, [stock remedy], steril-
izing plant or pest control operator has lapsed in
terms of subsection (2), (2A) or (29) or has been
cancel led in terms of section 4, the certificate of
registration in question shall, within the pre-
scribed netiod,  be returned to the registrar by the
person t ~ whom it was issued. ”

The sub titcrtion  of section 7 of Act 36 of 1947 as
substitut  :d by section 5 of Act 60 of 1970 .wrd
section t of Act 24 of 1977
6. The, following

section i, hereby substituted for section 7 of Act
36 of 1917:

“Sales of fertilizers, farm feeds, and agricul-
trsral  remedies

7. (1) No person shall sell any fertilizer, farm
feed. q agricultural remedy [or stock remedy]
unless—

(a) it :s registered under this Act under the
name or mark under which it is so sold: Provided
that a fertilizer, farm feed, q agricultural remedy
[or stock  remedy] in respect of which the period
of validity of the registration has expired, the cer-
tificate o registration has been cancelled  in terms
of sectiot 4 or has lapsed in terms of section 4A
(2) and ,:hich,  before or on the date of such can-
cellation or lapse, was no longer under the control
of, or owned by the person to whom that certi fi -
cate of registration was issued, may, subject to the
provisiors of section 7bi.r, be sold;

(b) it s, subject to the provisions of paragraph
(c),  pack.:din  such manner and mass or volume
as may b.; prescribed;

(c) the container in which it is sold, complies
with the l~rescribed  requirements and is sealed
and label led  or marked in such manner as may be
prescribe i or, if it is not sold in a container. it is
accompa,  lied by the invoice referred to in section
9; and
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(d) it IS of’ the composition and  efficacy speci-
tied in tl e application fur registmtiun  thereof’,
poswsst  \ all chermctd.  physictd  and  uther  proper-
ties sn s, ,ecified.  and cnmplies  with the prescribed
requiren)enls.

(~) (<I No person shirll for rewirrd  or in the

course (! ony  industry, trade or hu\iness—

( i ) USC, or recommend the use  nf,  tiny or agri-—
cultural  emedy [or stnck remedy] fur a purpose
or in a n anncr  other  than that  specified on the
Iahel nn .I container thereof or described on such
cwrtaine  ;

(ii) we any iqy’kxrltural  remedy unless he i$ a
pest cunlrol operatnr  registered in terms nf’ this
Act or o’herwise  than In the presence ond under
the \upe vision of a pest cuntml operator so regis-
tered,

[(/s) 1 he provisions of paragraph (a) shall,  in
the case of a stock remedy, not apply to a
veterina - ian registered under the Veterinary
Act, 193} (Act 16 of 1933).]”

The sub:  tikrtinn  of section 71M$  of Act WI of 1947
as inserl d by sectimr  I of Act 4X of 1950 and
substitat!  d by section 6 of Act 60 of 1970 and
sectiun  9 of Act 24 of 1977.

7. Thr follnwirrg  section is hereby substituted
for sectil  n 71ri.\  of Act 36 of 1947:

“Prohib,timr  on aqrisitinn,  disposal, sale m’
use of crrtain fertilizers, farm feeds, and agri-
cultural remedies

?bi.s  (:) The Minister may by no(iie m the (%
:eltP—

(oJ  pr ~hibit the ucquisitiun.  disposal. sale or
use of fe tilizers, farm feeds, or agricultural rem-.
edies [m stuck remedies]: ur

(b) pr, ,hibit  such acquisition. disposal, sale or
use, exctot  in accordance with such cmzdltimrs  as
miry  be s >ecitied  in the notice nr except under the
authority of md in ticcordance  with such ctsndi-
timrs  as i)isy  be specified in a permit issued by
the regis.  mr.

and may in like manner repeid or amend any such
notice.

(2) An J prohibition issued under subsection ( I )
may  appl y—

((]) thl  xrghcsut  the Republic or in one or more
specified areas:

(/)) to my person or to persons belonging to
any spec tied class or group of persons nr to per-
sons n(hcr  than persmrs belonging tu my such
class or ~roup of persons: nr

(c) in espect  of all ur one m more classes or
kinds nf ertjli?ers. farm feeds,  m agricultural
remedies [or stock remedies]. —

(3) An:  cundition  referred (o in sub~ec!ion  ( I )
shall not ~e subject to any IImltatiuns ot wh~tever
nature, w d such conditions may differ in respect
of cfiffere  It areas. persons nr classes or grmrps of
persons.’i
—.
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Ie sub titution  of section 9 of’ Act 36 of 1947 m
lendet’  by section 7 of Act 60 of 1970 and sec-
m IO cfAct  24 of 1977.

8. Th. following section is hereby substituted
r secti( n 9 of Act 36 of’ 1947:

[nvoicis required in case of sale of fertilizers,
rm feeds,  agricultural remedies not in a con-
iner

9. An/ person whn sells any fertilizer, farm
ed, y .gricrdtuml remedy [or stock remedy]
x in a I ontainer,  shall give to the purchaser N
e time ]f delivery or send to him at the time of
:spatch  an invoice setting fol-th such particulars
I respec  of such fertilizer, form  feed. or agricul-—
ml rerr:dy  [or stock remedyl m may  be pre-
:ribed.

he sob:  itcrtirm of section 13 of Act 36 of 1947
s substituted by section X of Act 60 of 1970.

9. The following section is hereby substituted
or secti(n  13 of Act 36 of 1947:

Exchssi  m of any fertilizer, farm feed, or agri-
cultural ~.emedy from operation of Act

13. Tle Minister may by notice in the Gawfre

xclude,  ,ubject  to such conditions as he or she
nay dete mine, any fertilizer, farm feed. or ogri-
wituml  r:medy [or stock remedy] from  ~e  OP-
:mtion  o any or all of the provisions of this
4ct.”

—

f’he  substitution of section 14 of Act 36 of 1947
IS amend  :d by section 35 of Act 28 of 1961. and

wbstitutc  j by section 9 of Act 60 of 1970 and

\ection  1. I of Act 24 of 1977.

10. TF: following section is hereby substituted
for sectic,l  14 of Act 36 of 1947:

“Design;,  tion of technical advisers and analyst

14. t% the purpose of this Act, the Minister
may fron time to time designate persons, includ-
ing officers.  as—

(cl) tec,mical  advisers who shall advise the reg-
istrar in regard to matters referred to them by the
registrar: md

(b) mmlysts  to tmalyse  samples of fertilizers,
farm feed;, ~agricrdtural  remedies [or stock
remedies referred to them by the registrar. and to
report the eon  in the form and manner pre-
scribed.”’
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The sub:  hution  of section 15 nf Act 36 of 1947
m amem  ed by section M of Act  28 uf 1961. sec -
(Itm  1() (,’ Act 60 of 1970 and substituted fry wc-
ti[m 14 o? Act 24 of 1977

II, TI e frslluwing section is hereby substituted
F(II secti(  n 15 of Act 36 of 1947:

“Power I ~f entering premises, examinations,
analysis of samples, and seizure

15. ( I I The registrar acting  cm the authority of
:ind in ia.mrdance with a warrant issued under
section 1“5A  may at any reasonable time—

({{) en er upnn  or enter and inspect any place,
premises or vehicle in respect of which he or she
on remm+tble  grounds believes that on or in it
there is r manufactured, processed. treated, pre-

lEELEVfed.  classified,  pa~ke~,  marked, 1~-
belled. h! Id, bottled, removed, transported. exhib-
ited. sold or used any fertilil.er, fwm feed, or
agricultu  al reined y and examine or test any such
fertilizer. farm feed, agricultural remedy or any——
!!uE@!m

(b) ex: mine any book or document on or in

!?!YJ2@~.  Premises  rrr vehicle referred to in p~ra-
gmph  (,1)  in respect of which he or she believes
on reasorurb]e  grounds that it tekites  to any fertil-— .
izer. farm feed. agricultural remedy, or an ingredi-
ent there~  f. and make copies nf or extracts from
such boo. or document;

(c)  ex:mine  any operations or processes carried
out  at an, place  or premises referred to in para-
graph ((I)  in connection with the manufacture,
processin ,;, treatment, preparation, grading, classi-

EXWfWW’, markin~  ‘abelling, ho’~in%
bottling, emrsval, transport. exhibition, selling or
use of’ fin fertilizer. farm feed. or agricultural
remedy a (d demand from the persnn in cbwge of

such opel  Itions  or processes, or the owner nf or
the perso!  having the custody of any fertilizer,
farm feed or agricultural remedy or an ingredient
thereof, a: Iy relevant i nfrsrmation  or explanation

relat  W t{ any such operations or processes. or
fertilizer, “arm feed, agricultural remedy, or ingre-
q

(d) der (and from the owner or any person hav-—
ing the CCI  itody  of an y book or document referred
to in para:,:raph  (b) an explanatiwr  relating to any

record or entry therein;
(e) sei~ ? any book, document. fertilizer, farm

feeti.  or a..ricultrrml remedy which may furnish— -
proof of an offence  in terms of this Act, or wry
grsantity  c f any fertilizer. farm feed, or agricrtl-
tural remc~y  in respect of which there is reason to
believe thit any such offence  has been committed,—.
and remo’  e from or leave on or in the place, pre-
mises or I chicle in question, any book, document.
fertilizer, ‘arm feed, or agricultural retnedy  or any
quantity thereof, which has so been seized. and
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may in t is discretion p lace on such book, docu-
ment,  fe tilimr, fro-m feed,  or agncuhural or the
;ontaine  thereof, such identification mark m sed
N he nwy deem necessary;— .
~he :~mples  m ctiuse  samples tu be taken

Jf any f~;rrlllzer, farm feed, agricubcrml  remedy,
.~r tin ingredient thereof, and open my cuntairrer
which CI ntains  or is suspected to contain anything
Used or I ltended for use in the manuffic  turd. prm

EIE& re~tment,  prep~r~tion,  !WfirW,  ~’;lssifi-
:atinn, ~lcking. marking, Iobelling. holding. bot-

tling.  tel’10Vd transport. exhibition or sak ~~f ;,nY
~ertilizer.  farm  feed,  or agricultural remedy imd
examine. amdyse,  g ride nr classify such smnples.

or cause such  samples to be examined, analysed.
~raded o classified.

(~) W ,ere the regist~ir carries out oily examl-

mition  ir terms of sufrsection  ( I ) in (he presence

~lf :mY  pI rson  affected (herefw.  he or she sha]l
tirst  produce bis nr her written auth(,rity  tn such

PW.W
(3) AI- y sample t;~ken in terms of subsection ( I )

<hal  l—
({/) he tirhen in accordance with tbe prewribed

methodi
(b)  be taken in the presence of the uwner or the

person h ving  the custody uf thot  fertili~er, farm
-cultural  remedy, [stock remedy] or in-
gredient thereof, 01-. if’ such owner or person is nut
available in the presence nf wry other  witness:
A

~t) in he presence of such owner or person, or
;uch witl ess. be divided into three p~rts. and euch
mtl shali  be packed in a suitable container and— .
sealed  w(th  a seal and be Iabel  led or marked  in
wrch mm ner m the nature thereof permits. so that—
.uch sam JIe may be readily identified.

(4) C)m:  pwt each  of the sample which has been
thus divi,’ed shull—

(~1)  he uurded  or forwarded by registered pnst
to such owner  or person;
~ :ther with A certificate in the prescribed

fnrm  be t )rwarded  m an analyst  who shall w

wX)I1  W p “acticable  test. examine or ~n~lyse the
said part n accordance with the methods which
the regist ar ma y determine, mld the result of such
test, exan ,ination or analysis shall be recorded by
such mraljst  on the prescribed form and be sub-
mitted to :he registra~ and

(c) be etained by tbe registrar.
(5) Tht owner of anything from which any

sample re ‘erred to in subsection ( I )fj) was taken.

may cl~il I from the registrar an amount equal to
the market value of such sample.”

(6) Suhiect  to section 15A(I) the registrar may.—-
during the day.  without a warrant enter upon imd
examine ;ny place. premises or vehicle after hav-
ing identified himself or herself and in accordance
with secti m I S exercise the powers of semrre,
remowd, ..letention.  collecting evidence and—
search (except the power to search any persun),
; 4—
,!
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(,() (h person who is competent to consent to
[he entg and to such search, seizure removal and
Jetentiol gives that consent: or—,

(b) th registrar on reasonable grounds believes
m a t -

(I) th: reqmred wwrant  will be issued to him
rrr her in terms of section 15A if he or she were lrr
tipply  fo, the warrant; and

(ii) thr delay that would ensue by first obtnin-

ing the ~amant would defeat the object  or pur-
@jte entry, search, seizure, remrmd, deten-
tmrr, collection of evidence and other steps.

(7) Subsection (6)(b) does nut serve as iruthor-
ity for, aid  may  not be itpp lied fnr  the purpose of,
entering md searching any p rivate  dwelling, nor
for corral cting  such seizure and removal, the crr-
Iection  o evidence find the taking of the said
other ste IS therein. ”.  —

Insertion of section 15A in Act 36 Of 1947

I I. The Il)ilowing  secti[m  IS hereby inierted after
section I i of Act 36 of 1947:

‘provisi,  ars relating to issue and execution of
Warrant

ISA. ( ) The wwrwrt  contempkrled  in section
15 will b issued  in chambers by any judge of the
qigh  Cot rt or by a magistrate who has jurisdic-
iun in th. area where any fertilizer. farm feed, or
igricultu d remedy htis  been, or is being or is
-w manuftictured,  processed, treated, pre-

EEQ1. ded. classified,  packed.  m~rked$ 1~-
?elled,  hrld, bottled, removed, transported, exhib-— .
Ited, sold or used, and will be only issued if it

~ppears  II. the judge or magistrate from infornla-
lion  on o th or affirmation that there are reason-— .
WUW lds for ~lieving  that any fefiihzer,  ~~rm
feed, or a:;ricultural  remedy has been, or is being
m is Iikel  ~ tu be manufactured, processed,
treated, ~_epared,  g raded,  classified, packed.
marked, I helled, held, bottled, removed, trans-
ported, e> hibited,  sold or used, and tbe registmr

ES.U%-l  ‘e w~rr~nt  may  be asked to sp’ecifY
which of he PO wers contemplated in section 15A
is or are l.kely to be exercised.

(2) A v arrant in terms of this section may be— .
issued on any day and will be in force until—

(a) it hm been executed; or
(b) it i. cancelled by the judge or magistrate

who issue j it, or, if not available, by any other
judge, or ily any other magistrate with similar

!!!!w!MF
(c) the i:xpiry of one month from the day of its

issue;  or

(d) the Iurpose for which the warrant was is-
sued. no IImger exists whichever may nccur  tirst.—
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(3) A warrant issued in terms of this section

may be e}ecuted  by day only, unless the person
who hm ~ ssued the warrant has authorised the
executiofi  thereof by night at times which must be
reasonabl:, and  the entry upon or into and search

WXY.J@e. Premises or vehicle specified in the
warrant, ,nd the search of any person thereat,
thereon c- therein, must be conducted with strict— .
regard to decency and order, inchrding—

~:rson’s  right to, respect for and protec-
tion of hi, or her dignity;

(b) tbe right of a person to freedom and secu-
rity of hi! or her person; and

(c) the right of a person to his or her personal

Pm.KL
(4) The registrar executing a warrant in terms

of this se tion must immediately before com-
mencing vith the execution thereof—

(a) identify himself or herself to the person in
control 01 the place, premises or vehicle to be
entered u Ion or entered, if that person is present,—.
and hand 10 that person a copy of the warrant, but
if no SUCI person is present he or she must affix a

-t e warrant, to a prominent spot at. on or
to the pla{e, p remises,  or vehicle;

(b)  funlish that person at his or her request— .
YU!LPkW~
to execrrtc  such warrant;

(c) for?he  purpose of paragraph (b) the regis-
trar may ,e requested to produce the certificate
issued in espect  of him or her under section 26.

(5) The  registrar may use such force as may be— .
reasomrbl  I necessary to overcome any resistance
to entry atd search.

(6) Th(  registrar may enter upon or enter, and
search an place, premises or vehicle, and may
search an, person thereat, thereon or therein, only
If he or s~e audibly has first demanded access— .
thereto ar ~ has notified the purpose of the emry,
unless the registrar on reasonable grounds be-
lieves tba any fertilizer, farm feed or agricultural
remedy b )ok or document which is the subject of
a search r lay be tempered with, destroyed or be
lost if acc :ss is first demanded and that purpose
notified.

~ uring  the execution of a warrant in
terms of blis section, a pe rson claims that any
goods, document, book or article found at, on or
in the plal’e,  premises or vehicle in question con-
tains priw  Ieged  information and refuses the in-
spection or removal thereof, the regislrar is ex-

ecuting th.:  warrant, if of the opinion that the
=.ument book or article may be relevant-
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tu id nec  essq  for the investigation of any com-
plaint or : ny alleged or suspected manufacturing,

prncessin,.,  treatment, preparation. grading. classi-
fica(imr,  ~ ]ckaging. marking, Iabellirrg, holding.

removal, iranspormtimr,  exhibition, sale, or use
may be re ewmt to and necessary for the investi-
gation of .jny complaint, must request the regis-
trar of the High Court having jurisdiction, or the
registrar’s deputy, to seize and remove such —

goods, dotwments,  brinks or articles for safe cus-

tody urnil  the court has made a ruling on the
~uestirm  \yhether or nut  the information in ques-
tion is privileged.

(X) In u lderfaking any search for and inspec-
tion and  s(~
hooks or :.rticles the registmr  may be assisted by
the cmnpl iinmrt (if any) ur any knowledgeable
person in dentifyin g any fertilizer, farm feed, ur
@U!!!!!  @!@L

(9) No mswer given or statement made by any
person to he registmr exercising his or her pow-
ers in tern s of section 15( I )(c) and  (d)  or given
or made tt the registrar exercising like powers by—
virtue ofs :ction  15(6) will, if self-incriminating,

be admiss  ble as evidence against (hat  persnn in
criminal E weedings instituted in any court
asainst  hi, I or her.

(l ff)Tb
the mwrne
and subse,

PLV.KQl
virtue ufs

provisions ofsubsectmn (2) regarding
in which a search must reconducted,
tions (4). (5), (6). (7) and (8) shall ap-
rrusrarrdisto  the regisoar acting by
,ction  15(6).”’.

Tbesubsti  ution  of section 160 fAct360f  1947
astmrende  ibysec~icm  37 of Act 2t30f 1961,  sec-
tion 2 of Act 170f  1972 and substituted by sec-
tion 150f \ct240f 1977

12. The folkrwing sectloni  sherebysubstituted
~rrrsectinr  160 fAct360f  1947:

“Import { f fertilizers, farm feeds, and agricrd -
tural rem. dies

16. ( I ) Fio person shall import wry fertilizer.
Farm feed, or agricultural remedy [or stock rem-—
edy] intot}e  Republic unless—

((I) suctferfilizer,f  wmfeed,~ag  ricultuml
remedy [o-stock remedy] is registered in terms
of this  Act isofthe  composition andefficficy
~pecitied  i:. the application forregistmtion
Ihereof,  p~sesses allchemical.  physical anc iother
properties ,ospecified  wrdcornplie  swiththerc-
quirement!  preicrihed inrespect  thereof and  is
packed in sealed conttiiner  which IS marked or
labelled  in (he prescribed manner with the pre-
scribed particulars:

(/>) inth:caseo fafertilizero  rfarmfeedc  on-
taining  boteorw ryother  substancederived  frum
the carcass  of irnanimal, apermit  referred toin
section 12 mm been issued in respect thereof.

.
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(2) Not withstanding the provisions of’ srrbsec-
on (1) th: registrar may,  in his or her discretion
Idon  su. hconditions  asheorshe  may deter-
line. in \.riting  permit the import of any con-
gnment  tanyfertilizer.  f:]rmfeed. or:igricul-—
msl reme~y [or stock remedy] which does not
.lmply  w!th  the requirements referred to in wrb-
:ctirm  ( I (u).

(3) Fertilizers. farm feeds, q ugriccrltural  renr-
dies [or stock  remedies] imported shall-

((I) onl} be impm’ted  through a prescribed port
r place;

(b) if a imnple  thereof has thus been taken,  not
e sold m the Republic except on the written tiu-
mrity of ‘he registmr  and subject to the condi-
lmns spectied  therein.

(4) The4provisions  of section  15 relating  10
amples  sIoII m[(/[{fi.\  muf[l~di.f  apply  with refer-
nce to o simple taken in terms 01 (his section.

(5) If WY fertilizer, farm feed,  or agncoltural—
emedy  [o~”  stock remedy]. whl~h in ternls of
ubsection  (3) (b) may not  be removed  frmn o
m-t or plti :e. is found to comply with the require-
nerrts of t!lis Act, no rent churges shall be pay-
Lble  by thl impnrter in respect of the period in
which it CI uld not be M) removed. or where the
7uIlway\  , administration is required to deliver or
() forward that fertilizer, fw-m  feed,  m agncultur’11—
.emedy [o! stock remedy], in respect of any por-
ion of (he  period in question which is subsequent
o the pres mtatiun  to the Railways Administration
~f ZI delive y order, or a forwarding order. as the
:use may I e.

(6) (0) , f tiny  fertilizer, farm feed. or agricu-—
tuml renw ‘y [or stock remedy] has been m-
p{wted  conrary to the provisimrs  nf this section.
such fertlli.’er. farm feed, nr agricultural remedy
[or stock remedy] shall  a=he option of the in-
pmter ther. of—

(i) at 1P t expense nf such importer be re-
mok,ed  by IIim or her from the Republic within
such Perio, as the registrar may determine: or

(ii) be fmfeited  to the State and be either de-
struyed  or )therwise  disposed of as the registrar
may direct and if such importer fails to remove
such fertili er, fmm  feed, g agricedtcrrd  remedy
[or stock remedy] in terms of the provisions of
subparagra,  ~h (i) within the period referred to in
that subptu  tgraph,  it shall be forfeited to the
State, and I e either destroyed or otherwise dis-
posed of as the registrar may direct.
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(hJ An: costs  incurred  by the State in ~fmne~-

,on with he destruction or disposal of any ferlil-
ter, farm feed, or agricultural remedy [or stock
emedyl n tern=  of’ the pr(~~’i~i~m~  of p~lragraph
(I). may ,e recnvered  from the importer con-

med. ”

—.

?e subst  tutinn  of section 18 of ACI 36 of 1947
#mend.d  by section 2 uf Act 48 of 1950. sec-

m 3801 Act 28 of 1961. sectinn I I of Act 60 of
)70, seciun 16 of Act  24 of 1977 and section
/)) of A t 4 of 1980

13, Th:  following section is herehy  substituted
)r sectirs,l 18 of Act 36 nf 1947:

C)ffence ; and penalties

18. ( I ) kny person wbo—

((I) fail , to comply with the provisions of sec-
cm 9:

(b) ubs rcrcts  or hinders the regi~trar.  mry tech-
icol advi ,er m wry analyst  in the exercise uf his
r her pn$., ers or performance of his or her duties
rider this  Act:
(bA  ) fi Is tu make any statement m give wry

xplmrtiti{  m if be is requesled  thereto by the regis-
mr in the exercise nf his powers or the perfnr-
nance  nf ]is duties under this Act:

(Ml)  fa Is to comply with an order issued under
ectiorr 6,’.;

([) cmr ravenes  or fails tu comply with (be pro-
/isions  d section 7, 8, 10, 12 nr 16 or with any
:omfition  contemplated in sectimr 3 (3). 16 (2) or
lfi(3) ([/).

(c)lzk iwquires,  disposes of, sells or uses fertil-
z,ers, farr, I feeds, or agricultural remedies [or—
;tock ren-edies]  contrary tu ~ probibitmn issued
.rnder  SeC.  kMr 7hi.$i

(eJ tam]ers  with any sample taken in terms nf
Ibis Act, ( r with anything seized in terms nf this
Act;

(f) mak ;s use, in connection with any fertilizer,
Firm feed, or agricultural remedy [or stock rem-—
edy],  of a;ly certificate. invoice or other documen[
issued in espect  of any other feflilizer, farm feed,
or agricul:  ural reined y [or stock remedy], or
~hich is 10 longer valid;

(g) makes  any False  or misleading statement in
cmrnectiorn  with any fertilizer, farm feed. q agti-
cultcrrd  re reedy [or stock remedy ]—

(i) in an application for the registmtion

thereofi
(ii) in ~ny invoice issued in terms of

section 9:
(iii) in any advertisement therenf:
(IV) in the course of the sale thereofi

(v) in an application for a permit refereed to
in wctiun  7bi.$ ( I )(h):

(vi) in a notice referred to in section I ():
(vii) If ~e acts In accordmrce  with the pmw-

I sions  of s{ ction  16 (1)(b):
I
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(h) sells ny fertilizer, farm feed, q agricul-
iral reined; [or stock remedy] uprsn the con-
~iner of wt,lch a false or misleading statement in
onnection  with  such contents is printed or writ-
;0;
(i) sells any fertilizer, farm feed, q agricultural

:medy [or ;tock  remedy] which is not of the
ind, nature  composition, strength, potency or
uality  desc ribed or represented when so sold:

(j) havin~  been duly summoned in terms of
ectirrn 6 (4 (a) to appear  before the board, fails
ithout  law ‘u] excuse so to appear;
fk) havin::  appeared as a witness before  the
lard,  refwcs  without lawful  excuse to be sworn
to make ~ ffirmation or to produce any docu-

ent or mvjper any question which he or she may
: lawfully .equired  to produce or answer;
(/) fails t I comply with the provisions of sec-

.m 4A (1) m (3),
arll be gui~ty  of an offence  and liable on convic-
m -

(i) in tht case of a contravention under para-
r~ph fa). ft ), ~lJA)  or (1) to a fine not exceeding
ve hundre{ rand or imprisonment for a period
ot exceedil  g twelve months or to both such tine
?d such im-rrisonment;  and

(ii) in th(  case of a contravention under para-
mph (bB), ‘c), (c)hi.~i  (f’),  (~). (g) (1~), (;), (j) ‘r
2) to a fine not exceeding one thousand rand or
nprisonme.lt  for a period not exceeding two
ears or to I oth such fine and such imprisonment.

(2) The c, WI convicting any person of an of-
mce under this Act, may, upon the application of
ire prosecu!  jr, declare any fertilizer, farm feed, or—

gricultural  emedy [or stock remedy] in respect
)f which the offence  has been committed and all
ertilizers, f. rm feeds, or agricultural remedies [or—
tock remedies] of a similar nature to that in re-
pect of wh :h such person has been convicted,
md of whit I such person is the owner, or which
me in his possession, to be forfeited to the State.

(3) All fertilizers, farm feeds, or agricultural—
emedies [o stock remedies] forfeited under this
kct  shall be destroyed or otherwise dealt with as
he Minister may direct.”

rhe substitu  ion of section 20 of Act 36 of 1947
as amended by section 39(u) of Act 28 of 1961
and section 7 of Act 24 of 1977

14. The f allowing section is hereby substituted
for section 23 of Act 36 of 1947:

“Proeedurt  and evidence

20. ( 1 ) In my criminal proceedings under this
Act—
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(,/) any i uantity of a fertilizer, farm feed, q
agricultural remedy [or stock remedy] in or upon
any premis  :s, place, vessel or vehicle at the time
a sample tkmeof  is taken pursuant to the provi-
sions of [hi, Act shall, unless the contrary be
proved, be leemed  to be of tdre  same composition,
to have the same degree of efficacy and to possess
in all other respects the same properties as that
sample:

(b) any I erson  who is proved to have tampered
with any sa nple shall be deemed to have acted
with fraudulent intent unless the contrary is
proved;

(c) a certificate stating the result of an analysis
or test carri :d out in pursuance of the provisions
of sub-sect m (3) of section fifteen and purport-
ing to be si :ned by the analyst who carried out
such analy:  s or test shall be accepted as prima

facie proof ~f the facts stated therein;
(d) any statement or entry contained in any

book or dot ument  kept by any manufacturer, im-
porter or owner of a fertilizer, farm feed, ~ agri-
cultural ren edy [or stork remedy], or by the
manager, agent or employee of such person, or
found upon or in any premises occupied by, or
tiny vehicle used in the business of such person,
shall be ad]lissible  in evidence against him or her
as an admis ;ion  of the facLs set forth in that state-
ment or ent,y,  unless it is proved that that state-
ment or ent. y was not made by such person, or by
any manager, agent or employee of such person in
the course (f his work as manager, or in the
course of h.; agency or employment.

(2) No pt xecution shall be instituted as a result
of any aria] sis or test performed in terms of the

provisions I f section fifteen or section sixteen,

unless a copy of the analyst’s ceniticate has been
transmitted lt least twenty-one days before tbe
instimtion  c f such prosecution to the person who
is to be the ~ccused.”

The substitt  tion  of section 2 I of Act 36 of 1947
as amended by section 40 of Act 28 of 1960, sec-

tion 12 of Act 60 of 1970 and substituted by sec-
tion 18 of A d 24 of 1977

15. The ““ollowing  section is hereby substituted
for section 2 i of Act 36 of 1947:

i

“Special defence in case of prosecutions

21. [t sh;,ll be a sufficient defence  for a person
charged wittl the sale of any fertilizer, farm feed,
or agncultu:al  remedy [or stock remedy] in con-—
tmvention  o“ section 7 ( I ) (d) if he or she proves
to the satisf ction of the court—

((J) that f’; purchased such fertilizer, farm feed,
or agricultural remedy [or stock remedyl  under a
=gi  stered  n. me or mark as being the same in all
respects as t Ie article which he purported to sell;
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(b) that Ie or she had no reason to believe at
[he time of the sale that it was in any respect dif-
lerent  fron such article;

(c) that he or she sold it in the original cmr-
tainer and  n the stale in which it was when he or
;he purcha-ed it: and
~d) that he container thereof complied with the
mescribed ‘requirements and was sealed and la-
~elled or n,arked  in the prescribed manner with
the prescri:wd particulars. ”

The substit  Jtion  of section 22 of Act 36 of 1947
:is arnendei  by sectiun  41 of Act 28 of 196 I and
;ection  19 )f Act 24 of 1977

k
16, The hdkswing  section is hereby substituted

for  section  22 of Act 36 of 1947:

“Acts or a missions by manager, agent or em-
ployee

22. ( I ) V’henever  wry mmrager,  agent or em-
ployee of 2 ly manufacturer, importer or nwner of
.i fertilizer, farm feed. or agricultural remedy [or
stock remedy] does or-omits to do any act which
it would be an offence under this Act for such
Imwrufactrn  :r, importer or owner to do or nmit to
Jo, then un ess it is proved that-

(a) in d( Ing or omitting to do thot  act the man-
,Iger, agent x employee was acting without the
:onnivance  or the permission of the manufacturer,
lrnporter  m owner; and

(b) all rr asmmble  steps were taken by the
manufacturer, importer or owner to prevent any
oct or omis ion of the kind in question; nnd

(c) it wa i not under any condition or in any
:ircumstam  e within the scope of the authority or
In the courst of the employment of the rnaniiger,
tigent  or eniployee to do or to omit to do acts
whether law ful  or unlawful of the character of the
tict  or mnis  ion charged,

the mwrufa.  turer, importer or owner, as the case
mny  be, sh: II be presumed himself or herself to
have done I r omitted to do that  act and be liable

to be convi  ted and sentenced in respect thereofi
wrd  the facl that he or she issued instructions for-
bidding an) act or omission of the kind in ques-
tion shall  n ,t, of itself. be accepted as sufficient

prmsf  that b: or she took all reasonable steps to
prevent the let or omission.

(2) Wher :ver any manager, agent or employee
of any such manufacturer, importer or owner does
or omits to 10 an act which it would be an offence
under this Act for the manufacturer, importer or
owner 10 dc or omit to do, he or she shall be li-
able to be c)mmitted  and sentenced in respect
thereof as if he or she were tbe manufacturer, im-
porter or ov ner.

(3) Any st)ch manager. agent or employee may

he so convil.  ted and sentenced in addition to the
manufacture r, importer or owner.

The substitLtimr  of section 23 of Act 36 of 1947
as amended by section 42((1)  of Act 28 of 1961,
section 130”  Act fro of i970, section 20 of Act 24

of 1977 and section 9(0) of Act 4 of 1980
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17. The iollowing section is hereby substituted
or section ~ 3 of Act 36 of 1947:

‘Regulations

23. ( I ) Tt e Minister may make regulations—
(a) presc:  ibing  the manner  in which fertilizers,

irrm feeds, ]gricultuml remedies, [stock rem-
:dies],  sterilizing plants *nd  pest control opera-
ors may be registered, tbe manner in which any
;uch  registr  .tion  may be renewed and the infor-
natitsn  to & furnished and the fees to be paid
,vith any application for registmtion  and renewal
~f registrati.  m;

(b)  presc  ibing  the description and conditions
.mder  whicl any substance may Ix registered,
reported or sold  as a fertilizer, farm feed, or agri-—
xrltural  rerr:dy [or stock remedy] under any
xutictdar ni me or mark;

(c) prescl ibing  the manner in which and the
time within .vhich  an appeal under section 6 [six]

lust  be not.  d and prosecuted:

(d)  presc ibing  the particulars to be set forth in
ny invoice !O be furnished under section nine;

(e)  prescribing the composition, efficacy,
heroical, pi ysical or other property required in
:spect  of al y substance in order that it may be
npm-ted,  sold  or registered as a fert i Ii zer, farm
:ed.  ~ agri :trkural  remedy [or stock remedy].
s the case I lay be;

(f) prescr bing the limits within which any fer-
Iiz,er, farm feed, or agricultural remedy [or stock—
emedy]  moy be deficient in any of its ingredients
nd the propxtion in which any preservative,
ntiseptic or other constituent may be present
herein;

(g) prescl  ibing  requirements as to the mass and
wlume and ;ontainers  in which fertilizers, farm
eeds, or agl cttltcrml remedies [or stock rem-
dies]  ~all !Ie packed, the manner in which they

hall be packed into such containers, tbe manner
n which such containers shall be sealed and la-
)elled  or ma .ked and the particulars which shall

kPPear  on 511 tb labels and containers;
(h) prescl  ,bing  the processes by which fertiliz-

ers, farm feeds, or agricultural remedies [or stock—
.emedies],  oj substances used in the manufacture
>f fertilizers. farm feeds, or agricultural remedies
or stock remedies] shall—~  sterilized, and the
manner of ir qzection  of sterilizing plants;

(hA)  prescribing the requirements with which
my establishment shall comply, the practices
which shall be followed in the operation of any

undertaking It any establishment, the facilities
which shall l-e available at any estabhshment,  anc
the records h, be kept and the information to be
furnished in espect of any establishment and the
operation of my undertaking at any establish-
ment;

(Mf) prw ribing the records to be kept and [be
returns to be rendered in respect of registered
sterilizing pl nts:
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(hC) pre .cribing  the records to be kept and the
returns to b, rendered by registered pest control
operators;

(i) for pr,.venting the adulteration of fertilizers.
farm  feeds, ~ agricultural remedies[or  stock
remedies] (w the tampering with containers
thereofi

(j) presc)  !bing the methods to be employed,
the fees to Ie paid, and the certificates to be is-
wsed in resp;ct of the examination, analysis or
test of samples taken under this Act;

(k) for preventing the use of false or mislead-
ing stateme  ts in advertise ments of fertilizers.
farm feeds, &r agricultural remedies [or stock
remedies];

(1) requir  ng any person who has in his posses-
sion or und{  r his or her control any fettiliz.ers,
farm feeds, ~ agricultural remedies [or stock
remedies], o keep records relating thereto in the
form and m inner prescribed, and tcr render returns
in the form ,md manner and at the times pre-
scribed:

(m)  proh biting the disposal. acquisition or use
rrf any farm feed as a fertilizer;

(n) in re! oect  of any other matter under this

Act which i to be prescribed,
and general. y for the efficient carrying out of the
objec~s and  :mrposes of this Act.

(2) Diffel.mt regultitions  may be made under
this section n respect of different classes or kinds
of fertilizer: farm feeds, agriccdtuml  remedies
and stock rc nedies, and in respect of ditierent
kinds of est blishments  and different classes or
groups of PI. rsons. “

(3) Any ngulations  made under this section

may prescri le penalties for any contravention
thereof or f:tilure  to comply therewith, but not
exceeding tl e maximum penalty prescribed by
section 18 [t,ighteen].

(4) Befor any regulations are made under this
section, SUCI  regulations shall be published by the
Minister in he Gazette  together with a notice inti-
mating that  t is proposed to issue such regcda-
tions  as regl  Iations  under this section within a
stated pcrio(  , but not less than 4 [four] weeks as
from the da{: of the said publication, and inviting
interested p( rsons to submit any objections to or

represenifitif  ns concerning the proposed regcrla-
tions: Provi~ ,ed that, if the Minister thereafter de-
termines on my alterations in the regulations pub-

Itshed  m aft resaid, as a result of any objections

or represen[ [ions submitted thereafter, i( shall not
he necessar}  to publish such alterations. before
finally issuil g the regulations in terms of sub-
section (1 ),

(5) Any r, gulation involving financial matters

shall be ma{ie in consultation with the Minister of
Finance.”’
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No. and year of Law $hort title Extent of \mendment

The substi  ution  of section 26 of Act 36 of 1947

18. The following section is hereby substituted
for section 26 of Act 36 of 1947:

“26. This 4ct shall be called the Fertilizers. Farm
Feeds and  agricultural Remedies Act, 1947.”.

Substitutic  1 of long title of Act 36 of 1947 m
amended by section 3 of Act 48 of 1950,  section
44 of Act 18 of 1961, and substituted by section
16 of Act @of 1970, section 22 of Act 24 of
1977 and $ :ction 10 of Act 4 of 1980

19. The following long title is hereby substi-
tuted for tle  long tide of Act 36 of 1947:

“’To provi.le  for the appointment of a Registrar
of Fertilizers, Farm Feeds and Agricultural
Remedies: for the registration of fertilizers,
farm feeds, agricultural remedies, sterilizing
plants and pest control operators; to regulate
or prohibi tbe importation, sale, acquisition,
disposal o; use of fertilizers, farm feeds and
agricultur.d remedies; to provide for the desig-
nation of t:chnical  advisers and analysts; and
to provide for matters incidental thereto.”.
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MEMORANDUM ON THE OBJKCTS OF THE
SOUTH AFRICAN MEDICINES AND MEDICAL DEVICES

REGULATORY AUTHORITY BILL, 1998

1. PURPOSE OF BILL

The regulation and registration system for medicines for human and animal use and
for medical devices established by the Medicines and Related Substances Control
Act, 1965 (Act No 101 of 1965), is unable to meet the challenges which currently
face a medicines regulatory system. In order to addrew  the defects of the old system,
it is considered imperative that new legislation be enacted.

The South African Medicines and Medical Devices Regulatory Authority Bill, 1998
(hereafter “the Bill”) seeks to deal with the deficiencies of the system established in
1965 through the establishment of an independent h ledicines  Regulatory Authority,
the South African Medicines and Medical Devices ‘<regulatory Authority (hereafter
“the Authority”), which will replace the Medicines C mtrol Council.

The Authority is a juristic person and is granted e .emption from the payment of
income tax, stamp duty, levies or fees which would ( therwise have been payable by
the Authority in terms of any law. The Bill protect: members of the Authority, its
committees, persons co-opted to such committees : md persons contracted by the
Authority to assist in the performance of the Autho:  ity’s functions in terms of the
Bill, from legal proceedings resulting from any acts they perform in good faith for
the Authority.

In order to ensure that employees of the Department of Health and the Department of
Agriculture who have been responsible for the regulat on  of medicines and veterinary
medicines continue to serve the cause of medicines regulation, the Bill provides for
their transfer to the Authority without any 10SS in resp.:ct to their benefits.

The primary object of the Authority is to attend to the monitoring, evaluation,
regulation, investigation, inspection, registration and control of medicines,
complementary medicines, veterinary medicines, medical devices, clinical trials and
other relaied matters.

The Authority will have sole responsibility for the technical  evaluation, regulation
and registration of medicines and medical devices. To this end, the Authority has a
duty to appoint standing technical committees consisting of experts and persons with
skills and experiences in the area of medicines and medical devices.

The Minister has responsibility for setting out policy concerning the objects of the
Authority. There is however, a duty on the Minister :-o consult the Authority before ‘
issuing policy. In order to obtain the views of any other interested person regarding
the policy the Minister intends to issue, the Minister a Iso has a duty to cause the text
of such policy to be published in the Gazette : nd to invite the lodging of
representations thereon. The Bill also provides for steps which the Minister may take
in the event of the Authority not complying with the Bill.

The management of the Authority shall be the responsibility of a Board appointed by
the Minister for that purpose.

The Bill addresses the confusion that has hitherto existed in respect to the regulation
of veterinary medicines by removing stock remedies : rom regulation in terms of the
Farm Feeds, Fertilizers, Agricultural Remedies and Sock Remedies Act, 1947 (Act
No 36 of 1947), Veterinwy medicines, like other medicines, will now be regulated by
the Authority. .,

The Bill also gives long overdue attention to the proprr recognition and regulation of
complementary medicines. As the disciplines of >rthodox and complementary
medicines are in many ways different, the Bill makes xovision  for the determination
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of different processes or guidelines for the evaluation of orthodox medicines,
complementary medicines, veterinary medicines or deices or any class or category
thereof.

In order to ensure that the integrity of the medicines and medical devices regulatory
process is not undermined by any conflicts of interestson the part of those entrusted
with this responsibility, the Bill prohibits a member of the Authority and any other
person contracted to render a service to the Authority, from amongst other things,
voting at or attending proceedings of the Authority dea!ing with a matter in which he
or she has an interest.

The Bill repeals the Medicines and Related Substanc  ;s Control Act, 1965 and all
other laws dealing with medicines regulation which fo’med part of the legislation of
the former Republics of Transkei, Bophuthatswana, Ve~ Ida and Ciskei and those laws
dealing with medicines regulation which formed pi,rt of the legislation of the
N a t i o n a l  S t a t e s  o f  Lebowa,  Gazankulu,  Qwaqwa,  KwaZulu, KwaNdebele  a n d
KaNgwane in terms of the Self-governing Territories Constitution Act, 1971 (Act No
21 of 1971).

The Bill provides for the continuation of Regulations and Schedules of substances
which in terms of the Medicines and Related Subst; rices Act, 1965 had been in
existence, subject to their consistency with the Bill an( any repeal or amendment of
them by a competent authority.

The Bill binds the State.

2. CONTENT OF BILL

2.1 Introductory Provisions

Chapter I sets out the definitions to this Bill.

2.2 South African Medicines and Medical Devices Regulatory Authority

Chapter 11 provides for the establishment of the Authori y (clause 2). Clauses 3 and 4
deal with the vesting of certain rights and obligations t{) the Authority as well as the
vesting of certain State property in the Authority. Clatise 5 sets out the objects and
functions of the Authority. Clauses 6, 7, 8, 9, 10, 11, 12 and 13 deal with the
constitution of the Board of the Authority, qualifications of members of the Board,
disqualification of members of the Board, removal of I Board member from office,
vacancies in the Board, meetings of the Board, rem .meration and allowances of
members of the Board.

Clause 14 deals with the disclosure of conflicting intel ests. Clause 15 provides that
proceedings of the Authority are not invalid in certain circumstances. Clause 16
makes provision for the staff of the Authority. Clause 17, 18, 19 and 20 deal with the
financing of the Authority, the raising of loans by tl !e Authority, finances of the
Authority and the operation of a banking account by tht Authority.

2.3 Committees and Appointment of Experts

Chapter 111 provides for the establishment of committees of the Authority (clause 2 I );
the remuneration and allowances payable to committee :nembers  (clause 22); and the
appointment of experts (clause 23).

2.4 Registration of Medicines and Devices; Prohibition of the Manufacture and
Sale of Medicines and Devices which are subject !O Registration and are not
Registered; Appeal against decisions of the Authority; Furnishing of Informa-
tion to the Authority regarding Medicines and Devices

Chapter IV provides for the registration of medicines and devices (clause 24); the
prohibition of the manufacture, packaging, distribution, marketing and sale of
medicines and devices which are subject to registration tmd are not registered (clause
25); appeal against decisions of the Authority (clause 26); and the furnishing of
information regarding medicines and devices to the Authority (clause 27).
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2.5 Measures to Control I.abels  and Advertising; S;:le of Unregistered Medicines
and Devices; and the Clmtrul  of Medicines and Devices

Chapter V provides for measures to control labels a d advertising (clause 28); the
publication or distribution of false xtvertisernents  concerning medicines and devices
(clause 29). Clause 30 provides for the authorisation by the Authority of the sale of
unregistered medicines and devices for certain purpo:es.  Clause 31 provides for the
control of medicines, Scheduled substances and devi.es  and clause 32 provides for
the exclusion of certain medicines from the operation >f the Bill. Clauses 33, 34, and
35 provide for licensing, the period of validity and renewal of a Iicence, and the
suspension and/or cancellation of a Iicence.

Clause 36provides  forthedisposal ofundesirable  nle~licines and devices. Clause 37
makes provision for analysts, pharmacologists and pathologists. Clause 38 makes
provision for the delegation of powers and Clause 39 prl wides for the vicarious liability
of employers for the unlawful acts of their managers, a.;entso remployees.

2.6 Inspectorate

Chapter VI makes provision for the designation of certain members of the Authority
as inspectors, to ensure the proper enforcement of the provisions of this Bill, as well
as their power to enter and search premises and sei?:  articles or documents on the
authority of a warrant (clause 40). Clauses 4i, 42, and 43 set out a number of
ot~ences in terms of the Bill. penalties for such ott’elces, and provides for dealing
with certain presumptions and evidence.

2.7 Winding up of Authority; Prohibitionof  DischMureof Certain Information;
Regulations; Repeal of Act 101 of 1965 and other Acts as well as the
Amendment of Certain provisions of Act 36 f!f 1947; the Continuation of
Regulations and Schedules determined in terms Act 101 of 1965

Chapter Vll provides for the winding up of the Authoity  (clause 44); the prohibition
of the disclosure of certain information (clause 45); proceedings by Minister in case
of non-compliance with the Bill by the Authority (cl;mse  46); limitation of liability
(clause 47); the making of Regulations (clause 48); tite binding of Act on the State
(clause 49); the repeal and amendment of certain se( tions and savings (clause 50);
the repeal of certain laws clause 51); the operation c,f Act in relation to other laws
(clause 52); the continuation of Regulations and Sche lules of substances determined
in terms of Act 101 of 1965 (clause 53); and thf amendment of Schedules of
substances (clause 54).

Clause 55 provides for the short title of the Bill and th? date of commencement.

3. PARTIES CONSULTED

Department of Finance:
Department of Public Service and Administration;
Department Agriculture;
The Medicines Regulatory Authority Task Team appoitted  by the Minister of Health;

and the
Medicines Control Council established in terms of Act [0[ of 1965.

4. PARLIAMENTARY PROCEDURE

The Department of Health and the State Law Advisers are of the opinion that the Bill
must be dealt with by Parliament in accordance witt the procedure established by
section 75 of the Constitution of the Republic of Sout I Africa, 1996 (Act No 108 of
1996).


