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GENERAL EXPLANATORY NOTE:

,,
,,’.

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

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

BILL
To amend the Medicines and Related Substances Control Act, 1965, in relation to
the definitions; to provide that the council shall be a juristic person; to make other
provision for the constitution of the council; to provide that a member of the
council or a committee shall declare his or her commercial interest related to the
pharmaceutical or health care industry; to provide that the appointment of
members of the executive committee shall be subject to the approval of the
Minister; to make furth’er  provision for the prohibition on the sale of medicines
which are subject to registration and are not registered; to provide for procedures
that will expedite the registration of essential medicines, and for the re-evaluation
of all medicines after five years; to provide for measures for the supply of more
affordable medicines in certain circumstances; to require labels to be approved by
the council; to prohibit bonusing  and sampling of medicines; to further regulate
the control of medicines and Scheduled substances; to provide for the licensing of
certain persons to compound, dispense or manufacture rncdicines; to provide for
generic substitution of medicines; to provide for lhc cstahlishmcnt of’ a pricing
committcc;  to regulate the purcfmse and sale of medicines by wholesalers; to make
new provision for appeals against decisions of the Director-General or the council;
to further regulate the powers of inspectors; to increase the jurisdiction of
magistrates’ courts in respect of penalties in terms of this Act; to provide that the
council may acquire and appropriate funds; to regulate anew the Minister’s power
to make regulations; and to provide for the rationalisation of certain laws relating
to medicines and related substances that have remained in force in various
territories of the national territory of the Republic by virtue of section 229 of the
Constitution of the Republic of South Africa, 1993; and to provide for matters
connected therewith.

B E IT ENACTED by the Parlinmcnt  of the Republic of SouIb Africa, as
lollows:-

Amendment of section 1 of Act 101 of 1965, as arnendcd  by section 1 of Act 65 of
1974, section 1 of Act 17 of 1979, section 1 of Act 20 of 1981 and section 1 of Act 94
of 1991 5

1. Section I of tbe Medicines and Related Substances Control Act, 1965 (hereinafter
referred to as the principal Act), is hereby amended—
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(a)

(b)

(c)

(d)

(e)
(f)

(S’)

(/1)

(i)

O)

(k)

by the substitution in subsection (1) for the definition of ‘{approved name” of
the following definition:

“ ‘approved name’, in relation to a medicine, means the [internationally
recognized] international nonproprietary name (INN) of such medicine
or, where no such name exists, such other name as the council may
determine, not being a brand name or trade name registered in terms of
the Trade Marks Act, [1963 (Act No. 62 of 1963)] 1993 (Act No. 194 of
1993);”;

by the suhslilution  in subsection ( I ) I“tw (Iw dclinilion  or ‘Ldcnlist” 01 Ibc
following definition:

“ ‘dentist’ means a person registered as such under the [Medical] Health
Professions Act, 1974;”;

by the substitution in subsection (1) for the definition of “Director-General”
of the following definition:

“ ‘Director-General’ means the Director-General: [National] Health
[and Population Development];”;

by the insertion in subsection (1) after the definition of “inspector” of the
following definition:

“ ‘i~terchangeable  multi-source medicine’ means medicines that contain
the same active substances which are identical in strength or concentra-
tion, dosage form and route of administration and meet the same or
comparable standards, which comply with the requirements for thera-
peutic equivalence as prescribed;”;

by the deletion in subsection (1) of the definition of “Medical Act”;
b; the substitution in subsection (1) for the definition of “medical
practitioner” of the following definition:

“ ‘medical practitioner’ means a person registered as such under tbe
[Medical] Health Professions Act, 1974, and includes an intern
registered under that Act;”;

by the substitution in subsection (1) for the definition of “Minister” of the
following definition:

“ ‘Minister’ means the Minister of [National] Health;”;
hy the inset-fion in suhscction  (1) after Ihc clc(ini(ion of “pharnwcist”  of tbc
following definitions:

“ ‘pharmacist intern’ means a person registered as such under the
Pharmacy Act, 1974;
‘pharmacist’s assistant’ means a person registered as such under the
Phamlacy Act, 1974;”;

by the substitution in subsection (1) for the definition of “practitioner” of tbe
following definition:

“ ‘practitioner’ means a person registered as such under the [Associated]
Chiropractors, Homeopaths and Allied Health Service Professions Act,
1982 (Act No. 63 of 1982);”;

by the substitution for subsection (2) of the following subsection:
“(2) Subject to section 15C, [A] g medicine s~all, notwithstanding the

fact that its com~onents  are identical to those of anv other medicine as to
physical charac~eristics,  quantity and quality, for tie purpose of this Act
not be regarded as being the same medicine as that other medicine if
registration thereof is not applied for by the holder of the certificate of
registration issued in respect of that other medicine.”; and

by the addition of the following subsection:
“(4) International tendering for medicines shall be allowed in the

prescribed manner and on the prescribed conditions.”.

Amendment of section 2 of Act 101 of 1965, as amended by section 2 of Act 94 of
1991

2. Section 2 of the principal Act is hereby amended by the addition of the following
subsection:
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“(3) The council shall be a juristic person.”.
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Substitution of section 3 of Act 101 of 1965, as amended by section 3 of Act 65 of
1974, section 1 of Act 36 of 1977, section 2 of Act 17 of 1979, section 46 of Act 97 of
1986 and section 3 of Act 94 of 1991

3. The following section is hereby substituted for section 3 of the principal Act:

“Constitution of council 5

3. The council shall consist of so many mcmhers,  bul not mow than 24,
as the Minister may from time to time determine and appoint.”.

Amendment of section 4 of Act 101 of 1965, as amended by section 4 of Act 65 of
1974

4. Section 4 of the principal Act is hereby amended by the substitution for subsections 10
(1) and (2) of the following subsections respectively:

“(l ) A member of the council shall, subject to the provisions of section 6(3), be
appointed for a period of five years but a new council shall be appointed within six
months after the date of commencement of the Medicines and Related Substances
Control Amendment Act, 1997. 15

(’?) Any ~erson whose  ~eriod of office as a member of the council has expired,. . . .
shall be eligible for reappointment: Provided that no person who has served two
periods of five years as a member shall be so eligible.”.

Substitution of section 6 of Act 101 of 1965, as amended by section 5 of Act 65 of
1974, section 3 of Act 17 of 1979, section 46 of Act 97 of 1986 and section 4 of Act 20
94 of 1991

5. The following section is hereby substituted for section 6 of the principal Act:

“Disqualifications, vacation of office, filling of vacancies and declara-
tion of interest

6. ( 1 ) No person shall bc app ointcd as n mcmhcr  of (bc council-
((I)
(b)

(c)

(d)

who is an unrehabilitated insolvent;
who is disqualified under the Veterinary and Para-Veterinary Profes
sions Act, 1982, the Chiropractors, Homeopaths and Allied Heald
Service Professions Act, 1982, the Health Professions Act, 1974, 01
the Pharmacy Act, 1974, from carrying on his or her profession, whilt
so disqualified;
who is not a South African citizen permanently resident in tht
Republic; or
who is employed in the pharmaceutical industry.

(2) A membe} of the counc-il shall vacate his or her office—
(L7)

(b)

(c)

(d) .

(e)

0

if he or she is or becomes subject to any disqualification referred to in
subsection (l);
if he or she ceases to hold any qualification necessary for his or her
appointment;
if he or she becomes mentally ill, as defined in the Mental Health Act,
1973 (Act No. 18 of 1973);
if he or she is convicted of an offence and is sentenced to
imprisonment without the option of a fine;
if he or she has been absent from more (hnn two consccu[ivc  meetings
of the council without the council’s Ieavc; or
if the Minister is sntisfied that the member has violated (IIC internal
rules of conduct as de[crmincd  by the council and puhlishcd  by m)[icc
in Ilw {;m’((e.

(3) If the ollice of any member becomes vacont before the expiration of
the period for which he or she was appointed, the Minister may, subject to
the provisions of section 3, appoint another person to hold office for the
unexpired portion of the period for which his or her predecessor was
appointed.

(4) A member of the councit  or of a committee appointed in terms of
section 9 shall declare his or her commercial interests related to the
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pharmaceutical or health care industry, which interests shall include, but
shall not be limited to, any consultancy,  paid or unpaid, any research grant
from which the member directly or indirectly benefits, or. any equity
holding or any executive or non-executive directorship or any other
payment or benefit in kind, and shall recuse  himself or herself from any
discussion or decision-making to which the said interests relate or may
relate.”.

Amendment of’ section 9 of Act 101 of 1965, us nnwndcd by section 7 d’ Act 65 ot’
1974

6. Section 9 of the principal Act is hereby amended by the substitution for paragraph
(a) of subsection (I) of the following paragraph:

“(a) subject to the approval of the Minister, from among its members an executive
committee [the majority of the members of which shall be persons
appointed in terms of paragraphs (a) and (c) of subsection (2) of section
three]; and”.

Amendment of section 12 of Act 101 of 1965, as substitut:ti hy section 10 of Act J5
of 1974

7. Section 12 of the principal Act is hereby amended by the substitution for subsection
(l) of the following subsection:

“(I ) The Minister may, subject to the laws governing the public service and after
consultation with the council, appoint and revoke such appointment of an oflicer to
best yled the Registrar of Medicines, who shall perform the functions and carry out
the duties assigned to or imposed upon the registrar by or under this Act and such
other functions and duties as may from time to time be assigned to or imposed upon
him or her by the Minister or the Director-General.”.

Amendment of section 14 of Act 101 of 1965, as amended by section 1 of Act 29 of
1968, section 12 of Act 65 of 1974, section 6 of Act 17 of 1979 and section 7 of Act
94 of 1991

8. Section 14 of the principal Act is hereby amended—
(u) by the substitution for subsection (4) of the following subsection:

“(4) The provisions of subsection (1) shall not apply in f the sale
of anv medicine—
(a)

(b)
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compounded in the course of carrying on his or her prol. :ivities
by a [medical practitioner] pharmacist, [practitioner :\rian
or person who is the holder of a licence contem] [ion ~~

22C(I )(a), for a particular patient in a quantity not [he
quantity required for treatment as determined by the n, .Ier,
pharmacist, practitioner or veterinarian; or
compounded by a pharmacist in a quantity not ,!, at
prescribed by regulation for sale in the retail tr:
conditions likewise prescribed or in a quantity for a I
animal as prescribed by a medical practitioner
veterinarian or a practitioner or a nurse or other pers
the Health Professions Act, 1974, and referred to in
case may be,

if such medicine does not contain any component the
prohibited by this Actor any component in respect of whit:
registration has been rejected, and is not or has not been ad
th~t the active components of such medicine ap pecw in
which hi~s been registered under this Act.”; and

(b) by the clelclion of subsection (5).

Amendment of section 15 of Act 101 of 1965, as amended by sectii
1968, section 13 of Act 65 of 1974 and section 8 of Act 94 of 1991

9. Section 15 of the principal Act is hereby amended—
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(a) by (be substitution for subsection (2) of the following subsection:
“(2) The registrar shrdl—

(a) as soon as possible after receipt by bim or her of any such—
application submit the application together with any particulars and
samples which accompanied the application to the council for 5
consideration and shall simultaneously inform the applicant in
writing that the application bas been so submitted;

(b) ensure that such on ap~ation in respect or mxlicinc  which——.—

1

ap~cars  on the lillL!Sl Ksscnl ial Drug Lisl or nwdicinc  which dots not
appear tbcreon but which, in the opinion of tbc Minister, is essential 10
for national health is subject to such procedures as may be
prescribed in order to expedite the registration.”;

(h) by tbe substitution for paragraph (b) of subsection (3) of the following
paragraph:

“(b) If the council is not so satislied it shall cause the applicant to be 15
notified in writing of the reasons wby it is not so satisfied and cause tbe
applicant to be informed that he or she lmay within a period of one month
after the date of the notification furnish the registrar with his or her
comments on the council’s reasons for not being so satisfied.”;

(c) by the substitution for subsection (7) of the following subsection: ~o
“(7) Any registration under this section, including the registration of

medicines already registered, shall be valid for a period of five years and
may be made subject to such conditions as may with [due] regard to the
succeeding provisions of this section be determined by tbe council.”;

(d) by the substitution for subsection (9) of tbe following subsection: 25
“(9) If no such representations are lodged with the registrar by tbe

applicant concerned within a period of one month after the receipt by him
or her of any notification referred to in subsection (8), or if after
consideration of any such representations the council is still of the
opinion that the condition in question should be imposed, the council 30
shall direct the registrar to register tbe [relevantl medicine concerned
subject to the said condition.”;

(c) by tbc substi[olion  for subsection (11) O( Ihc Iollowing subscclion:
“(I I ) Tbc registrar shall as soon as possible after the date of cxpiry of

tbe appropriate period referred to in section 14(3) publisb in the Gazette 35
tbe prescribed particulars in respect of all applications for registration
received by him or her prior to such date.”; and

fJ) by the addition of tbe following subsection:
“( 12) For the purposes of this section, ‘Essential Drug List’ means the

list of essential drugs included in the latest edition of tbe official 40
publication relating to guidelines for standard treatment which is
compiled by the Department of Health.”.

Insertion of section 15C in Act 101 of 1965

10. The following section is hereby inserted in the principal Act after section 15B:

“Measures to ensore supply of more affordable medicines 45

15C. The Minister may prescribe conditions for the supply of more
affordable medicines in certain circumstances so as to protect the health of’
the public, and in particular may—
((/)

(b)

notwithstanding anything to the contrary contained in the Patents Act,
1978 (Act No. 57 of 1978), determine that the rights with regard to any
mcdicinc  under a patent granlcd in the Rcpubtic  shall not extend (o
acls in rcspccl  of such lmxlicinc which has IXXII put (into (he Iuarkcl I>y
the owner of the mcdicinc,  or with his or hcr consent;
prescribe the conditions on which any medicine which is identical in
composition, meets tbe same quality standard and is intended to have
the same proprietary name as that of another medicine already

50

55
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registered in the Republic, but which is imported by a person other
than the person who is the holder of the registration certificate of the
medicine already registered and which originates from any site of
manufacture of the original manufacturer as approved by the council
in the prescribed manner, may be imported; 5

(c) prescribe the registration procedure for, as well as the use of, the
medicine referred to in paragraph (b).”.

Amendment of section 18 of Act 101 of 1965, us substituted by sw!lion 7 of AcL 17
of 1979

11. Section 18 of the principal Act is hereby amended by the addition of the following 10
subsections:

“(3) The label referred to in subsection (1) shall be approved by the council.
(4) The council may authorise a deviation from the prescribed format and

contents of any label.
(5) The Minister may prescribe additional requirements for the labelling of 15

medicines.”.

Insertion of sections 18A, 18B and 18C in Act 101 of 1965

12. The following sections are hereby inserted in the principal Act after section 18:

“Bonusing

18A. No person shall supply any medicine according to a bonus system,
rebate system or any other incentive scheme.

Sampling of medicines

1811. (1) No person shall sample any medicine.
(2) For the purposes of this section ‘sample’ means the free supply of

medicines by a manufacturer or wholesaler or i[s figent to a pharmacist,
medical practitioner, dentist, veterinarian, practitioner, nurse or other
person registered under the Health Professions Act, 1974, but does not
include the free supply of medicines for the purposes of clinical trials,
donations of medicines to the State, tendering to the State and quality
control by inspectors.

(3) The use of medicines or Scheduled substances for exhibition
purposes shall be as prescribed.

Code of ethics

18C. The Minister shall, after consultation with the pharmaceutical
industry and other stakeholders,  prescribe a code of ethics relating to the
marketing policies of pham~aceutical  companies.”.

Substitution of section 22A of Act 101 of 1965, as inserted by section 21 of Act 65 of
1974 and amended by section 9 of Act 17 of 1979

13. The following section is hereby substituted for section 22A of the principal Act:

“Control of medicines and Scheduled substances

20
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22A. (1) Subject to this section, no person shrill sell, have in his or her
possession or manufacture any medicine or Schcdulecl  suhslnncc,  cxccpl in
accordance with the prescribed conditions.

(2) The Minister may, on the recommendation of the council, prescribe
the Scheduled substances referred to in this section. 45

(3) Any Schedule O substance maybe sold in an open shop.
(4) Any Schedule 1 substance shall not be sold—

(rI) by any person other than-
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(i) a pharmacist, or a pharmacist intern or pharmacist’s assistmr
acting under the personal supervision of a pharmacist;

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

(iii) a medical practitioner or dentist, who may—
(an) prescribe such substance;
(bb)  compound and dispense such substance only if he or sbe is

the holder O( a Iicencc as contemplated in section
~~c( I )((,);

(iv) a veterinarian who may prescribe, compound or dispense such
substance;

(v) a practitioner, nurse or a person registered under the Health
Professions Act, 1974, other than a medical practitioner or
dentist, who may—
(m) prescribe only the Scheduled substances identified in the

Schedule for that purpose;
(bb) compound and dispense the Scheduled substances referred

to in item (an) only if he or she is the holder of a licence
contemplated in section 22C(  1 )(a);

(b) to any person apparently under the age of 14 years except upon a
prescription issued by an authorised prescriber and dispensed by a
pharmacist, pharmacist intern or pharmacist’s assistant or by a
veterinarian or a person who is the holder of a Iicence as contemplated
in section 22C( 1 )(a), or on a written order disclosing the purpose for
which such substance is to be used and bears a signature known to the
seller as the signature of a person known to such seller and who is
apparent] y over the age of 14 years;

(c) unless the seller, other than a manufacturer or wholesale dealer in
pharmficeutical  products, enters in a prescription book required to be
kept in the prescribed manner, tbe prescribed particulars of such sale.

(5) Any Schedule 2, Schedule 3, Schedule 4, Schedule 5 or Schedule 6
substance shall not be sold by any person other than—
(a) a pharmacist, pharmacist intern or i\ pharmacist’s assis[i]n[ ac[ing

under (IIc personal supervision 01 a pharmacist, who may SCII only
Schedule 2 substances without a prescription;

(b) a pharmacist or a pharmacist intern or pharmacist’s assistant acting
under the personal supervision of a pharmacist, upon a written pre-
scription issued by an authorised prescriber or on the verbal instruc-
tions of an authorised prescriber who is known to such pharmacist;

(c) a manufacturer of or wholesale dealer in pharmaceutical products for
sale to any person who may lawfully possess such substance;

(d) a medical practitioner or dentist, who may—
(i) prescribe such substance;

(ii) compound or dispense such substance only if he or she is tb
holder of d licence as contemplated in section 22C(1 )(a);

(e) a veterinarian wbo may prescribe, compound or dispense suet)
substance;

(f) a practitioner, a nurse or a person registered under the Health
Professions Act, 1974, other than a medical practitioner or dentist,
who may—
(i) prescribe only the Scbeduled  substances identified in the

Schedule for that purpose;
(ii) compound and dispense tbe Scheduled substances referred to in

subparagraph (i) only if he or she is the holder of a Iicencc
contemplated in section 22C( I )(a):

(6) Any sale under subsection (5) shall only take plil~~ on condition
tbat-
([()  all the prescribed particulars of every sale shall be recorded in the i

prescribed manner in a prescription book or other permanent record I
required to be kept in the prescribed manner;

(b) the authorised prescriber wbo has given verbal instructions to
pharmacist to dispense a prescription shall within seven days al!
giving such instructions furnish such phamlacist with a prescript
confirming such instructions;
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(c) in the case of verbal instructions the treatment period shall not excee
seven days;

(d) if a prescription is not presented for dispensing within 30 days of issu
it shall not be dispensed;

(e) in the case of a Schedule 2 substance, such substance may not b
supplied to any person apparently under the age of 14 years excep
upon a prescription issued by an authorised prescriber and dispensei
by a pharmacist, pharmacist intern or pharmacist’s assistont  or by ~
veterinarian or a person who is the holder of il Iiccncc its cotl{~mpliit~(
in section 22C( l)(a),  or on a written order disclosing the purpose fo
which such substance is to be used and bears a signature known to th~
seller as the signature of a person known to such seller and who i
apparently over the age of 14 years;

(j in the case of a Schedule 2, Schedule 3 or Schedule 4 substance, SUC1

(g

(h

sale may be repeated if the person who issued the prescription ha:
indicated thereon the number of times it may be dispensed, but not fo
longer than six months;
in tbe case of a Schedule 5 substance, such sale shall not be repeatef
for longer than six months, and then only if the authorised prescribe
has indicated on the prescription the number of times and the interval!
at which it may be dispensed;
where a Schedule 5 substance is used for—
(i) its anxiolytic,  antidepressant or tranquillising properties it shal

not be prescribed for longer than six months unless the authorisec
prescriber has consulted a registered psychiatrist, or, in the cast
of a psychiatrist, another psychiatrist before issuing a new
prescription;

(ii) its analgesic properties it shall not be prescribed for longer thar
six months unless the authorised prescriber has consulted anothel
medical practitioner, before issuing a new prescription;

(i) in the case of a Schedule 6 substance, it shall not be repeated withou{
a new prescription being issued;

(j) in an emergency in which the hcnlth or Iifc of a patient is at stake, o
pharmacist engngcd in wholesale pmctice may, on receipt of o
telephonic or telefaxed or other electronic request, supply a Schedule
6 substance to a pharmacist, medical practitioner, dentist, veterinarian,
practitioner, nurse or other person registered under the Health
Professions Act, 1974, without a written order: Provided that—

(i) it shall be the responsibility of such pharmacist, medical
practitioner, dentist, veterinarian, practitioner, nurse or other
person to ensure that such pharmacist receives a written order
within seven days.

(ii) the Schedule 6 substance shall be supplied in the smallest unit
sales pack available;

(iii) a permanent record is made and kept of such supply.
(k) in an emergency a pharmacist may sell any Schedule 5 or Schedule 6

substance in a quantity not greater than that required for continuous
use for a period of 48 hours, on tbe verbal instructions of a medical
practitioner, dentist, veterinarian, practitioner, nurse or other person
registered under the Health Professions Act, 1974, who is known to
such pharmacist, but the prescriber who has given such verbal
instructions shall 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 a period not
excccding 30 days in nccrwdancc with the originnl  prescription in
order to ensure thiit therapy is not disrupted if he or shc is siitislicd [hat
an authorised prescriber initiated the therapy, with the intention that
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(m)

(/1

(0)

(p)

(q?

(r

the therapy be continued, and that the particulars of such sale are
recorded inaprescription  book orother  prescribed permanent record;
a pharmacist may sell agreater oralesser quantity of a Schedule 1,
Schedule 2, Schedule 3 or Schedule 4 substance than the quantity
prescribed or ordered, according to the therapeutic pack in the original
container of such substance as supplied to him or her, but the quantity
so SOICI  shall not exceed or be less than, 25 per cent of the quantity
specified in the prescription or order in question;
any seller rcf’erred 10 in Ibis suhwcti(m  Sllilll Wlilitl the prescription (w
order concerned for a period of not Icss than five years as from the date
of such sale;
a Schedule 6 substance may only be sold if the course of treatment
does not exceed 30 consecutive days;
the sale of a Schedule 5 or Schedule 6 substance by a manufacturer of
or wholesale dealer in pharmaceutical products shall be recorded in a
register which shall be kept in the prescribed manner, and shall be
balanced so as to show clearly the quantity of every Schedule 5 m
Schedule 6 substance remaining in stock as on the last day of March,
June, September and December of each year, and such balancing shall
be completed within the 14 days following each of the said dates;
a pharmacist shall endorse on the prescription the date of sale and the
quantity of the substance sold, and when it is repeated, the date of sale
and the quantity of the said substance sold, and the last seller shall
retain the prescription for a period of not less than five years as from
the date of the last sale;
any Schedule 1, Schedule 2, Schedule 3 or Schedule 4 substance for
the treatment of any animal may be supplied by any person practicing
a para-veterinary profession within the meaning of the Veterinary and
Para-Veterinary Professions Act, 1982 (Act No. 19 of 1982), upon a
written prescription issued by a veterinarian or on the verbal
instructions of a veterinarian.

(7) ((l) No person, other than o pharmacist, pharlnacist  intern or
pharmacist’s assistant acting under the personal supervision of n pharnxl-
cis(, shall sell or export a Schedule 1, Schedule 2, Schedule 3, Schedule 4,
Schedule 5 or Schedule 6 substance for analytical purposes, manufacture of
foods, cosmetics, educational or scientific purposes, unless a permit, issued
in accordance with the prescribed conditions has, subject to paragraph (b),
been obtained from the Director-General for such purpose.

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

(8) Subject to subsection (9), a Schedule 7 substance shall not be
acquired by any person other than the Director-General for the purpose of
providing a medical practitioner therewith, on the prescribed conditions,
for the treatment of a particular patient of that medical practitioner upon
such conditions as the Director-General, on the recommendation of the
council, may determine.

(9) (a) No person shall—
(i) acquire, use, possess, manufacture, or supply any Schedule 7

substance, or manufacture any Schedule 6 substance unless he or she
has been issued with a permit by the Director-Genernl  for such
acquisition, USC, possession, manufacture, or supply: Pmvidcd that
the Director-General may, suhjcct  to such conditions as hc or shc
may determine, acquire or authorise the uw of’ any Schcdulc  7
suhslance  in  order  10 provicie a medical praclilioncr,  analyst,
researcher or veterinarian therewith on the prescribed conditions ~or
the treatment orprevention  of a medical condition in a particular
patient, or for the purposes of education, analysis or research;
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(ii) manufacture, use or supply any Schedule 5 or Schedule 6 substance
for other than medicinaI  purposes, unless he or she has been issued
by the Director-General with a permit for such manufacture, use or
supply upon the prescribed conditions.

(b) Notwithstanding paragraph (a), the Director-General may at any time 5
revoke any permit issued in terms of that paragraph if any condition on
which the permit was issued is not being complied with.

(c) A permit issued in terms of {his subsection shall he valid for a pcriml
{Jf 12 calendar months allcr Ihc do[c of issue thcreol.

( 10) Notwithstanding anything to the contrary contained in this section, 10
no person shall sell or administer any Scheduled substance or medicine for
other than medicinal purposes: Provided that the Minister may, subject to
the conditions or requirements stated in such authority, authorise the
administration outside any hospital of any Scheduled substance or
medicine for the satisfaction or relief of a habit or craving to the person 15
referred to in such authority.

(11 ) (a) No person shall import or export any Schedule 6 or Schedule 7
substance or other substance or medicine prescribed for that purpose unless
a permit has been issued to him or her by the Director-General in the
prescribed manner and subject to the prescribed conditions. 20

(b) A permit referred to in paragraph (a) may be issued for any purpose
other than the satisfaction or relief of a habit or craving in respect of such
substance or medicine.

(c) The issue of a permit referred to in paragraph (a) may be refused if—
(i) the Director-General is not convinced that the applicant is capable of 25

keeping or storing the substance or medicine in a satisfactory manner
in order to prevent the loss thereofl

(ii) the use of such substance or medicine has not been authorised in
terms of this Act;

(iii) the Director-General is of the opinion that the annual importation 30
quota for such substance has been exceeded or will be exceeded;

(iv) the Director-General is of the opinion that such suhstancc or
medicine, of an acceptable quality, is already available in the
Republic; or

(v) the applicant did not comply with (he conditions under which a 35
previous permit was issued to him or her.

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

(e) A permit issued in terms of this subsection shall be valid for a period
of six months from the date of issue thereof. 40

(12) (a) The control on the importation of ScheduIed  substances shall
relate to—

(i) any Schedule 6 or Schedule 7 substance;
(ii) such substances irrespective of the scheduling status allocated

thereto, as the Minister may prescribe; 45
(iii) any other substance which becomes subject to international control

in terms of the 1961 Single Convention on Narcotic Drugs or the
1971 Convention on Psychotropic Substances entered into by the
Republic.

(b) The obtaining of import permits as required in terms of subsection 50
(11 ) shall not apply to any preparation which contains a substance as
prescribed which is specifically exempted from all control measures for the
obtaining of such import permits by [he 1961 Single Convention on
Narcotic Drugs referred to in paragraph (a).

(c) Notwithstanding paragraph (b), no such importation shall take plncc 55
unless au[horised  by the Director-General.

( 13) Any permit issued umkr  subwction ( I I ) shall bc sul>jcc[
(a) to the applicant’s furnishing the registrar annually with the pI l)ed

information;
(b) to the requirement that there shall be no deviation from the p ‘ ars 60

reflected on the permit: Provided that if the quantity of such s .Ice
or medicine to be imported is less than that provided for in (1!. init,
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the Director-General shall be informed in writing thereof within 1(
days after the importation of such substance or medicine; and

(c) to the conditions, as detailed on the permit, having been compliec
with, the triplicate copy of the permit having been certified by a

customs officer or an employee of the S.A. Post Office Limited.
(14) Notwithstanding anything to the contrary contained in this

section—
(a) a pharmacist’s assistont  shall not hnndlc itny Schedttlc  6 subslancc

except as contemplated in subsection (S)(a)  and (b); and
(b) no nurse or a person registered under the HeaIth  Professions Act, 1974,

other than a medical practitioner or dentist, may prescribe a medicine
or Scheduled substance unless he or she has been authorised to do so
by his or her professional council concerned.

(15) Notwithstanding anything to the contrary contained in this section,
the Director-General may, after consultation with the Interim Pharmacy
Council of South Africa 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 substance, and such permit shall be
subject to such conditions as the Director-General may determine.

(16) Notwithstanding anything to the contrary contained in this
section—
((r)

(b)

(c)

(d)

any person may possess a Schedule O, Schedule 1 or Schedule 2
substance for medicinal purposes;
any person may possess a Schedule 3, Schedule 4, Schedule 5,
Schedule 6 or Schedule 7 substance if he or she is in possession of a
prescription issued by an authorised prescriber;
any medicine or scheduled substance may be possessed by a medical
practitioner, dentist, veterinarian, practitioner, nurse or other person
registered under the Health Professions Act, 1974, or under the
Veterinary and Para-Veterinary  Professions Act, 1982, for the pur-
poses of administering it in ilccodiincc  with his or hcr scope 01
practice;
any medicine or scheduled substance may be possessed for sale by a
pharmacist, a person licenced to own a pharmacy in terms of the
phalmacy Act, 1974, or a person who is the holder of a Iicence as
contemplated in section 22C.

( 17) For the purposes of this section-
(a)

(b)

‘authorised p~escriber’  mewrs  it medical practitioner, dentist, veteri-
narian, practitioner, nurse or other person registered under the Health
Professions Act, 1974; and
‘medicinal purpose’ means for the purposes of the treatment or
prevention of a disease or some other definite curative or therapeutic
purpose, but does not include the satisfaction or relief of a habit or
craving for the substance used or for any other such substance, except
where the substance is administered or used in a hospital or similar
institution maintained wholly or partly by the Government or a
provincial government or approved for such purpose by the Minis-
ter.”.

Insertion of sections 22C, 2211,  22E, 22F, 22G md 22H in Act ! 55

14. The following sections are hereby inserted in the principal A{: lion X?fl:

“I,ictmsing
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22C, ( I ) Subiect to the provisions of this section—
(a) the Director-General may on application in the prest

. — .
}er an!l I 55

on payment of the prescribed fee issue to a me( tioncr,
dentist, practitioner, nurse or other person registered I II?iil II)
Professions Act, 1974, a Iicence to compound and disi :cirws,
on the prescribed conditions;
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(b) the council may, on application in the prescribed manner and on
payment of the prescribed fee, issue to a manufacturer, wholesaler 01
distributor of a medicine or medical device a licence to manufacture,
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 such
acceptable quality assurance principles and good manufacturing and
distribution practices as the council may determine.

(2) A Iicence referred to in subsection (I)(a) shall not be issued unless the
applicant has successfully compldcd  a SUpf)lClllClllilry  course prcscrihcd
under the Pharmacy Act, 1974 (Act No. 53 of 1974), by the Interim
Pharmacy Council of South Africa.

(3) The Director-General or the council, as the case may be, may require
an applicant contemplated in subsection (1) to furnish such information, in
addition to any information furnished by the applicant in terms of the said
subsection, as the Director-General or the council may deem necessary.

(4) When the Director-General or the council, as the case may be, grants
or refuses an application for a licence—
(a) written notice shall be given of that fact to the applicant; and
(b) in the event of the refusal of an application, the applicant shall be

furnished with the reasons for such refusal.
(5) No person shall compound or dispense a medicine unless he or she is

authorised thereto in terms of the Pharmacy Act, 1974, or is the holder of a
licence as contemplated in subsection (1 )(a).

(6) No manufacturer, wholesaler or distribute referred to in subsection
(1)(b) shall manufacture, act as a wholesaler of or distribute, as the case
may be, any medicine or medical device unless he or she is the holder of a
licence contemplated in the said subsection.

(7) Subsections (5) and (6) shall come into operation six months after the
commencement of this section.

Period of validity and renewal of licence 30

221), A licencc issued under section 22C shall be valid for the prcscrihcd
period but may be renewed on application in the prescribed manner and
before the prescribed time or such later time as the Director-General or the
council, as the case may be, may allow and on payment of the prescribed
fee. 35—

Suspension and cancellation of licence

22E. (1) If the holder of a licence under section 22C—
(u) has in or in connection with an armlication for a Iicence or renewal of I

(b)

(c)
(d)

.,
a Iicence furnished the Director-General or the council, as the case
may be, with any information which to the knowledge of such holder
is untrue or misleading in any material respect;
has contravened or failed to comply with a condition upon which the
licence was issued;
has contravened or failed to comply with a provision of this Act;
has, in the case of a licence issued in terms of section 22C(  1 )(a), at any
time been convicted of an offence which is of such a nature that, in the
opinion of the Director-General, it renders him or her unsuitable to
compound or dispense medicines,

the Director-General or the council, as the case may be, may by way of a
notice in writing call upon him or her to show cause within the period
specified in the notice, which period shall not be less than 20 days as from
the date of the notice, why the Iicence in question should not bc suspended
or revoked.

(2) The Director-General or the council, as the case may be, may after
considering the reasons furnished to him or her in terms of subsection ( 1 )—
(a) suspend the Iicence in question for such period as he or she or tbe

council may determine; or
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(b) revoke the licence in question.
(3) No person shall be entitled to the repayment of any prescribed fee in

respect of any application for the granting or renewal of a licencc if such
application has been refused or if the licence has been suspended or
revoked.

Generic substitution

221;.  ( 1 ) SubJcct  lo suhsccti(ms (2JJ)  aid (4), a l~llarl]l:lcist slulll--——
([~) illlorlll:lll lllclll~lcrs t)l`lllc l> LllJIic wllcJvisil llis[Jr llcrl>llnllll:lcy  witl]:l

prescription for dispensing, of the hcnclits  or the substitution for a
branded mcdicinc of an intcrchan.gcablc mulli-source mcdicinc;  and

(b) dispense an intcrchangcabic multi-source mcdicinc instead of (hc
medicine prescribed by a medical practitioner, dentist, practitioner,
nurse or odlcr person rcgistcrcd  um.lcr (I1c I-[cai[h Professions Act,
1974, unless expressly forbidden by the patient to do so.

(2) If a pharmacist is forbidden as contemplated in subsection(I)(b), that
lactsball bel]otcd  b~~lhel]llflrnl:lcist ol~ the prescription.

(3) When an interchangeable multi-source medicine is dispensed by a
pharmacist he or she shall note the brand name or where no such brand
name exists, the name of the manufacturer of that intcrcbangeable
mulli-source  mcdicincin  thcprcscription  book.

(4) Apharnlacist  shall not sell an interchangeable multi-source mcdi-
cinc-
(CJ) if the person prcscrihing  thcincdicinebas written in hisorhcrowo

hand ontheprescription  theword.s ‘nosubstitution’ next to the item
prescribed:

(b) if the retail price of the interchangeable multi-source medicine is
higher than that of the prescribed medicine; or

((’) where the product has hccn cicclarcci not subs(itutahlc  by lhc councii.

Pricing commiikc

22G. ( 1 ) The Minister shall appoint such persons as he or she may deem
fit to bc members of a committee to bc known as the pricing committee.

(2) The Minister may, on the recommendation of the pricing committee,
make re,gulations—
(a) on the introduction of a transparent pricing system for all medicines

and Scheduled substances sold in the Republic;
(b) on an appropriate dispensing fec to be charged by a pharmacist or by

a person Iiccnsed in terms of section 22C( 1 )(a).
(3) (a) The [transparent pricing system contemplated in subsection (2)(a)

shall include a single exit price which shall be published as prescribed, and
such price shall be the only price at which manufacturers shall sell
medicines and Schcdulcd  substances to any person other lhan the Stale.

(b) No pharmacist or person licensed in terms of section 22C( 1 )(a) shall
SCII a medicine at a price greater than the price contemplated in paragraph
((7).

(c) Paragraph (b) shall not bc construed as preventing a pharmacist or
person licensed in terms of this Act to charge a dispensing fee as
contemplated in subsection (2)(b).

(4) To k members of the pricing committee who are not in the full-time
employment of the State may be paid such remuneration and allowances as
the Minister, wilh (Iw concurrence of the Minister of Finance, n~ay
dclcmlinc.— -—-—

Purchase and salt! of n:txliciucs  by wholtsakrs
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22H. ( I ) (a) No wholesaler shall purclme  medicines f(wn any source
other than from IIlc original manufacturer or from the primary importer of
the iinishccl product. 55
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(b) A wholesaler shall sell medicines only into the retail sector.
(2) Subsection (1) shall not bc construed as preventing the return of

medicines for credit purposes only, to the manufacturer or wholesaler from
which that medicine was initially obtained.

(3) Any wholesaler may in the prescribed manner and on the prescribed
conditions be exempted by the Director-General from the provisions of
subsccliol~  ( l).”,

Substitution ut’ scc~ion 24 olAct 101 of 1965, as subs[iiulcd  by scctioll 1101’ Act 94
of” 1991

15. The following scclion is hereby suhs(i[u(cd for section 24 of (I1c principal Ac(:

“Appeal against decision of Director-General or council

24. (l) Any person aggrieved by a decision of the Director-General or the
counci 1, as [he case may be, may, within the prescribed period, i n lht
prescribed manner and upon payment of the prescribed fee, appeal againsl
such decision to an appeal comlniltec appoinlcd  by the Minislcr for tlx
purposes of the appeal concerned.

(2) An appenl committee cuntcmplatccl in subsection ( 1 ) shall consist 01
no fewer Ihan three persons: Provided thal-
(a) [he chairperson shall be a person appoin[ed  on account of his or hc~

knowledge of the law, with at least 10 years experience thercofi
(b) [he skills of the other two membels shall be relevant to (he case

concerned;
(c) no member shall have a direct or indirect interest in the affairs of the

appellant or respondent.
(3) The appeal committee may after hearing the appeal—

(a) confirm, set aside or vary the relevant decision of the Director-General
or Ihc council; and

(/~) dircc[ (I1c Dircc(or-Gciwr:ll  or [tic council,  as [Iic c a s e  t]iity [w, ({)
cxccutc (IIc decision of the appeal conln}i(tcc.

(4) The decision of the apI>cal  committcc shall bc in writing and a copy
thereof shall be furnished to the appellant as well as to the Director-General
or the council, as the case may be.

(5) To the members of the appeal committee who are not in the full-time
employment of the State shall be paid such remuneration and allowances as
the Minister, with the concurrence of the Minister of Finance, may
determine.

(6) An appeal shall lie from any decision of the appeal committee to the
High Court.”.
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Amendment of section 28 of Act 101 of 1965, as amended by section 26 of Act 65 of
1974 and section 12 of Act 17 of 1979 40

16, Section 28 of the principal Act is hereby amended by the substitution for
paragraph (a) of subsection ( 1 ) of the following paragraph:

“(a) enter upon-
(Q any place or premises from which a person authorised under this Act to

compound and dispense medicines or Scheduled substances or from 45
which the holder of a Iicence as contemplated in section 22C(1 )(b)
conducts business; or
any premises, place, vehicle, vessel or aircraft [at or in which there is or
is on rcasonah]c grounds suspected to be any mcdicinc or Scbcdulcd
sIIbs(aIIcc] if Iw (Jr SIW Ilas rcaw~tl I() $t~ucl tllal atl t)(ltillcc ill (urnls of 50__ —.- .. ———.— . ..;— -_ . — . — . —
[his ACI has bccll or IS l>cill~~{)lllllll[[ccl al {w in such pyllliscs,  plac~~.—
vcbiclc,  VCSSCI  or aircmf( or that att at!clnpt I)as been made or is being
made there 10 commit such an offcncc; ”.

Amendment of section 29 of Act 101 of 1965, as amended by section 27 of Act 65 of
1974 and section 12 of Act 94 of 1991 55

17. Section 29 of d)c principal Act is hereby amcnde&-
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(a) by the substitution for paragraphs (a), (b), (c), (d),  (c) and (M of the following
paragraphs,  respectively:

“’(~)  obstr~cts  or ilinders any inspector in the exercise of his OJ-  her
powers or the [carrying out] performance of his or her duties under
this Act; or 5

(1))

((’)

(f)

contravenes or fails to comply with the provisions of section 14(1),
lor section] 18, 18A or IXB; or—.—
coillr:IvcIics  the pri)visiol]s  [)1”.scc’li(ul  1°( I ) OJ fuil.s 10 c{)llIply will]
a IIolicc issued ul]dcr scc[iol) I ‘)( 2); or
contravcmx tbc provisions 01’ section 20( I ); or 10
mnlravcncs  or fails to coinply  with any condilion  imposed under
seclion 15(7); or
fails to comply with any dirccticm  given under section 23 or
conhavcmcs  the provisions of [subsection (3) of that] section
23(3); or”; and 15

(b) by the substitution for paragraph (k) of the following paragraph:
“(k) contravenes any provision of section 22A, 22C(5) and (6), 22F, 22G

or 22H or contravenes or fails to comply with any condition
imposed thereunder;”.

Amendment of section 30 of Act 101 of 1965, as anmnckxl by section 28 of Act 65 of 20
1974 and sccticm 13 of Act 94 of 1991

18. Section 30 of dle principal Act is hereby anlcndcd-
(a) by the substitution for subsection (1) of (11c following subsection:

“(l ) Any person who is convicted of an offence referred to in section
29 shall be liable to a fine [not exceeding R40 000], or to imprisonment 25
for a period not exceeding 10 years [or to both such fine and such
imprisonment].”; and

(b) by the addition of the following suhscction:
“(4) Nc)twi(llst:it}(lillg  anytl~il~jz  t[) (Iw contrary in any law Lx)illailwd, a.—

mauislr:ltc’s court shall [w Ci)illpclclll 10 ilnp(lsc  any pcllal(y  { )rovidcd I’t)r  30
in this section.”.

Amendment of section 31 of Act 101 of 1965, as amended by section 29 of Act 65 of
1974 and section 13 of Act 17 of 1979

19. Section 31 of the principal Act is hereby anlendcd-
(a) by the deletion of paragraph (b) of subsection ( I); and 35
(b) by the deletion of subsection (2).

Repeal of section 32 of Act 101 of 1965, as amended by section 30 of Act 65 of 1974

20. Section 32 of (IIC principal Act is hel-eby repealed.

Insertion of section 33A in Act 101 of 1965

21. The following section is hereby inserted in the principal Act after section 33: 40

“Funds of council

33A. (1) The funds of the council shall consist of—
(u) State funds received through the Department of Health;
(b) fees raised and interest on overcluc fees;
(c) money accruing to the council from any other soulcc.

(2) ((l) ‘Nw c o u n c i l  m~Iy ac~cl)t l)~tmuy (w ()~lwr  gwxls doil:lic[l or
Iwqueatlmd  10 Illc c o u n c i l ,  lwovidcd  110 colldili~)il is a[l:Icld 10 such
dollatioli or Iwqucsl;

(b) Dchils  of any such donation or Iqucsl  shall bc spcci(icci in the
relevant annual report 01 the council.

(3) The council shall ulilisc its funds for the dcfrayfil  of expenses
incurred by the council in the performance of its functions under this Act.

45

50
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(4) The council shall open an account with a bank as defined in section
1 ( 1 ) of the Banks Act, 1990 (Act No. 94 of 1990), and shall rlcposit  in that
accoun~ all money rcfcrrcd  to in subsections ( I ) and (2).

(5) The council shall keep full and proper rccorcls of all money received
or expended, of its assets and liabilities and of its financial transactions.

(6) The records and annual financial statcmcn(s  referred to in subsection
(5), shall bc audilcd by (bc ALt(litf)r-Gcller:ll.

( 7 )  ‘i’lw co[lncil  Iluty illvcsl  Ill\JI]cy wbicll is dc[)i)silcd  ill ~cl- i l ls  (J1’
suhscclion  (4) and wl]ich is no[ required for inlndiatc USC  ill any [Ilalllwr
as ii may deem Iii.

(8) Any inoncy which at IIW  C1OSC (If (I1c council’s linalwia]  year s[aIIds to
the Clcdit of tbc COUfICll  in tbc accounl  rclcrrcd to in subsection (4) and
money which has bcco invcs(cd in [crms  of subsection (7), shall bc carried
forward to the next financial year m a crcdi(  in the account of [hc council.”.

Amendment of scclion 34A of Act 101 of 1965, as inserted by section 2 of Act 19 of
1976 and substituted by section 15 of Act 94 of 1991

22. Section 34A of the principal Act is hereby amcndccl—
((l) by the substitution for subsection ( I ) of the following subsection:

“(I ) The Minister may in writing authorise the Director-General or
any oiliccr of [be Dcpar(mcnt  of [National] Health [and Population
Development] to excrcisc finy of the powers conferred upon [him] [he
Minister by this Act other than (1IC powcl-s  referred to in sections 3, 24fi
and 35. or to exercise or perform any of the duties or functions conferred
or imposed on the Minister in terms of this Act.”; and

(b) by the substitution in subscctioo  (2) for the words “National Health and
Population Development” of the Wol-d “Hcaltb”.

Substitution of section 35 of Act 101 of 1965, as substituted by section 31 of Act 65
of 1974. and amcndcd by section 3 of Act 1!) 01 1976,  section 14 of Act 17 of 1979,
section 7 of Act 20 of 1981. scclion 7 of Act 71 of 1991 and  sectioo 16 oIAc(  94 of
1991

23. The following section is hereby subs[itutccl  Ior section 35 of the principal Act:

“Regulations

35. ( 1 ) Tbe Minister may, in consultation with the council, make
regulations-

(i) pl-escribing  the categories of persons by whom application may be
made for the registration of any rncdicinc  or to whom a certificate of
registration may be traosfcrred;

(ii) prescribing the forms which shall be used for any application for the
registration of any medicioe and the particulars which shall be
furnished with any such application (including particulars regarding
the method by which the medicine in question or any component of
such mcclicinc is manufac(urccl  and the premises at which such
medicine or any such componcn[  is maoufaclured);

(iii) providing for the classification of mcdicioes into classes or catego-
ries for (I1c purposes of this Act;

(iv) prescribing the samples of any mcclicine and dle quantity thereof
which shall accompany any application for the registration of a
mcdicinc;

(v) prcscribiog  tbc fornl in which (Iw Ildicincs rcgi.s[cr slIall bc kept
aIId Illc Ilar(icola”s  Ivilicll shall lx cl Ilcrd IItcrcin ill ICSIJCUI  (}1’ ~llly
rc:islcrcd  IItcdicillc;

(vi) prcscrihing  llw form of any ccrtilicatc of registration of any
mcdicinc;

(vii) prescribing the circumstances in which, the conditions on which and
(I]c  persons or categories of persons to whom any medicine or
Scbcdulcd  substaocc  muy bc soId;

(viii) prescribing the manner in which any package containing any
mcdicioc  or Schcdulcd  substance shall bc labclled,  packed or scaled;
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(ix)

(x)

(xi)

(xii)

(xiii)

(xiv)

(xv)

(xvi)

(xvii)

(xviii)

(xix)

(xx)

(xxi)

(xxii)

(xxiii)

(xxiv)

(xxv)

34

prescribing the particulars in regard to the use thereof which shzll b~
furnished with any medicine or Scheduled substance sold, and (h{
manner in which such particulars shall be furnished;
prescribing the particulars which shall appear in any advertisement
relating to any medicine or Scheduled substance, or prohibiting th~
inclusion of any specified particulars in such advertisement, or IIN
dis t r ibut ion of any such advcrliscnlcnt to a spccilicd person or :

slxxificd c: Ilcg(Iry (II’ pcrs(l IIs or I(I :1 yx’ci[icd (Irg;lllis:llioll  (W ;
spccilid category 01’ orgal)isatioils;
[~r~s~rihif)~  (k reL[uirC!m~l)(S  Wi[h WlliL’11 ;Il)y llMX]i L!ill Ls [ ) 1 ”  ;111)
colllponcnt  thereof shall c(llnply ill regard to Composilioil, llwrilpcu
tic suilabiliiy aml cI1’cc(,  purily  or ilny other property;
prescribing [hc parlicLllars which shall bc publislwcl  in lhc G(tz,l/c il
rcspccl of’ any application Ior rcgistl-a~ioll rcfcrrcd  to ill scctio]
15(11):
prescribing [hc proccdurc  a{ Inectings of (I1c council and of an}
committee appointed under section 9 (including lhc quorunl in th(
case of committccs) illld tbc manner in which meetings of any SUCI
committee shall be called;
prescribing dlc particulars which shall appear cm z prescription or at
order lor a rnedicinc  or a Scheduled substance, the number of issue:
of a nlcdicinc  or a ScbcLIulcd  substance (bat may bc made on nny
such specified prescription or orclcr, tbc Inanner in which any such
prescription or order shall bc issued and dlc period for which any
such prescription or order shall be retained;
prescribing the forms of I iccnces, registers, prescription books,
records and olher documents which shall be kept or used in respec[  of
Scheduled substances, the manner in which they shall be kept, the
pwticulars which shall bc cntcrcd  therein and the place where and the
period for which they shall bc rc[aincd;
rcquirit]g the furnishing of’ rclurns. reports and ill forl)mtion  ii] rcspcci
of” SCI)C~LllL!d  SUbStilllCCS  :llld [)l:llltS  [ ’ loI l l  WllilJh  illly SllL’b SUbSIUllCC

Gtn hc  cxlractcd, dmivccl, produced or Inanulacturcci, and in respect
of any medicine or other substance of which any such Schcdulcd
substance is a component;
as to the transshipment or the exportation from or importation into
the Republic of any Schcdulcd  substance, specifying t}le ports or
places at which such substance may be brought into the Republic;
authorisiog  and regulating or rcsh-icting  the transmission through the
Republic of Scheduled substances;
prescribing lhc manner in which packages containing Scheduled
substances shall bc Iabellcd when impor[cd into or manufactured in
the Republic and the persons by whom and the manner in wflich they
shall bc kept;
authorizing and r~guliltil]g  the purchase, acquisition, keeping or use
of prcpwations of cocaine by managers or persons in charge of
factories or workshops in connection with the trcmtmcnt of cye
iojurics or for other essential purposes;
authorizing and rcgulatiog  the purchase, acquisition, keeping or use
of Scheduled substances by particular persons or categories of
persons;
authorizing and regulating the possession by persons entering or
departing from the Republic of spccitied quantities of Scheduled
subs[anccs  for personal medicinal Llsc;
:IS tt~ tlw disp~lsal (~r dCS{l”(lL’(i(lll  ( I I ’  a  tttcdicilw (N a  SL’lJcdlIltxl
sul~stallcc, al)d tlw rcc~mls wlli~ll d]dll (w kcpl ill Icslwct llwrcof;
as to tbc ilnpor{ation,  convcyaIwc,  keeping, storilgc,  processing a[)d
packing of medicines and Schcdu[ed substances, and the manner in
which mcdicincs  and Schcclulcd  substances shall bc kept and
contro[lcd in diftcrcnt  categories of hospitals;
prescribing the methods in accordance with which samples may bc
taken under this Act and the form of the certificates to hc issued by
imspcctors in respect 0[ such samples;
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(xxvi)

(xxvii

(xxviii

(xxix

(xxx

(xxxi

(xxxii)

(xxxiii)

(xxxiv)

(xxXv)
(xxxvi)

(xxxvii)

(xxxviii)
(xxxix)

(xl)

(xii)

prescribing the methods to be employed and the form of (h~
ccr(ificates  LO be issued in connection wilh (he testing, examination
or analysis of samples Lukcn under (his Act;
authorizing, regulating, controlling, restricting or prohibiting tht
registration, manufacture, modification, importation, storage, tram+
porlation,  sale or use of any medical device or class 01 medical
dcviccs  or mcdicincs  in rcspccl  of its safely, qLlaIi[y and clIicacy;
wi(lt I’cg:ll’d  to ally Illa[lcr  10 Ullsljm IIic s;lfcly, (]\lillily illl{l cllic:lcy [)1
nuficilws  aid tnedic:ll  dcviccs;
as lo (I1C sunlnlllry seizure and dispmsal  of :Iny Schcdulcd  su[h[a IKY

l\ IuItcl  in the possession or cus](dy of aljy person I](JI entitled LindcI

this  Act to keep or usc il;
as to (he disposal or dcshwclion of a SchcLIulcLI subs(ancc  which has
bccomc  unfit for use , and (he report to be furnished in rcspccl
(hercofi
prescribing (IIC fcc (o be paid to d)c registrar in rcspcc[  of an
application for [he registration. and in respect of the registration of a
medicine, SchcLIulcLI subskmce  or medical device, (Iw fcc LO bc paid
annually to (he registrar in rcspecl  01 the retention of the registration
of a medicine, Scheduled subs(ance  or medical device and the date
on which such annual fcc shall be paid;
prcscribin.g  (1w Icc payable ii] respect of (Iw authorisation 01’ the usc
of unregistered medicines, the issuing of permits and certificates
under this Act, the issuing or renewal of any licence under this Act,
the performance of inspections to assess the quality of medicines,
SchedLl  I(’( I substances or medical devices for Lbe purpose of
registration and the evaluation of changes to the particulars
contained in registers;
relating to appeals agains[ decisions of the Director-General or the
council;
rclaling 10 [hc condilit)ns ulldcr w h i c h  iludicincs  or Scllcdulcd
Sobslal]ccs  may IX sold:
relating (o the repackaging of mcclicincs in pa[ien-ready packs;
relating to Lhc safety, quality and cflicacy of any interchangeable
multi-source medicine;
relating to the scientific, pharmaceutical, clinical and other skills
required by a rncmbcr  of the council or by a member of the executive
committee of the council to evaluate the quality, efficacy and safety
of medicines;
relating to the safety, quality and cfflcacy of imported medicines;
relating to the control and conduct of clinical trials;
with regard to any ma(ter  which in terms of this Act shall or may be
prescribed; and
gcnel-ally for the etllcicnt carrying out of the objects and purposes of
this Act, and the gencra]ity  of [his provision shall not be limited by
the preceding paragraphs of this subsection.

(2) The Minister shall, not Icss than three months before any regulation
is nmic  under subsection (l), cause the text of such regulation to be
published in the Gaze//e, together with a notice declaring his or her
intention to make that regulation and inviting interested persons to furnish
him or hcr with any comments tbcrcon or any representations they may
wish to make in regard thereto,

(3) The provisions of subsection (2) shall not apply in respect of—
({/) any rcgLllatioll which, ill”ter the provisions of that sLlbscc[ion  have bccll

u~~nlpiicd  wilh,  ilas  hcL’11  aIIIL’It(iL’1]  I)y I] IL’ Mil)istl’r  ill L’(MIsL!(jucIk’c  (If
coll]llwllts or Ict)lc’sclll;lliol)s rwcivd  I)y Iliill or lIcr ill puIsmlIcc ~)f
LI)c iloticc issued Ilwwuldcr; or
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(b) any regulation in respect of which the Minister is, after consultation
with the council, of the opinion that the public interest requires it to lx
made without delay.

(4) A regulation under subsection ( 1 )(xxxi) and (xxxii) shall be made
only in consultation with the Minister of Finance.

(5) RegLlifi[ions  made Llndcr subsection ( I )(xi)  may prescribe lhal any
nwdicinc  or any componcn[  (Itcrcol’ shall coillp]y wilh IItc rc{/Llirclncnls SCI
(lul ill ally puhlic;lli[~ll whicl~ i n  Ihc tq~ini(m of Ihc cx)(lilcil  is  gcIIerally
rccogllistd  as ii Ll[h{Jrilalivc,

(6) Regulations may hc made undci’ [his scclion in rcspcc[  of pal[icuiat
mcdicincs  or SchcdLIlcd  subslallccs  or classes or calcgorics of mcdicincs  0}
Schcdulcd  subshnccs  or in tcspccl 01’ Imxlicincs or Schcclu]cd subs[ai)cm
olbcr than particular classes or categories of mcdicincs or %hcdulcd
subs[anccs,  aml diflcrtnt  rcgLlla[ions may bc so made in rcspcc[ of different
nvxlicincs or SchcdLIlcLI substances or different classes or categories O(
mcdicincs or Scheduled subslanccs,

(7) (a) Regulations made under this section may prcscribc  pcnal(ics  for
any contravention tbcrcof or faiiurc to comply  therewith of’ :L line, or
imprisonment for a period not exceeding 10 years.

(b) Notwithstanding anything to Lhe contrary in any law contained a
magistra(c’s  court shall bc compclcnt to impose any pcnafty provickxl for in
paragraph  (a).

(8) Notwithstanding the provisions of subsection(I), the Minister may, if
he or she deems it to be in the public interest, after consultation with the
executive committee appointed under section 9, make regulations relating
to any matter referred to in subsection ( 1 ) or amend or repeal any regulation
made in terms of that subsection.”.

Repeal of section 37 of Act 101 of 1965, as substituted by section 18 of Act 94 of 1991

24. Scclioll 37 of ~hc prilluipal Ac( is l]crchy  l~l)~ill~(l.

Substitution of section 37A of Act 101 of 1965, as inserted by section 34 of Act 65 of
1974

25. The following section is hereby substituted for section 37A of the principal Act:

“Anlendnlent of Schedules

37A. [The] Notwitllst:lilclillg  (I1c provisions of section 35(2), the Minister
may, on the recollllllelld;itioil of the council, from tinle to time by no(icc in
the- Gazetfe amend any Schedule [to this Act] prescribed unjer section
22A(2) by the inclusion therein or the deletion therefrom of any medicine
or o(her substance, or in any other manner.”.

Insertion of section 39 in Act 101 of 1965

26. The following section is hereby inscrttxl in the principal Act af[er section 38:

“State bound

39. This Act binds the State,”.

Repeal of Schedules to Act 101 of 1965, as added by section 36 of Act 65 of 1974

~70 ( 1 ) s~ll>j~c,(  (,J ~~l~)>~~li~)ll (2). Scllcdlllch  I 111) It) :111(1  il)cludillg  S~ll~llLllc  ‘~ ~)1’ 111~
principal Ac[ ;IIC hereby rcpcalcd.

(2) Any rcfcrcncc in any law or document 10 any mcdicinc or other substance rcfcrrcd
to in any Schcdulc  to the principal Act prior to the date ol’coilllllellccl~lcl]t  of subscc[ion
( 1 ) shall bc construed from that date as a rcfcrcncc  to (I]c corresponding medicine or

30

35

4 0

45



4 0

other substance prescribed by the M inistcr under section 22A of the principal Ac[, as
substituted by section 13 of this Act.

Substitution of section 40 of Act 101 of 1965

28. The following section is hereby substituted for section 40 of the principal Act:

“SIIOLI  title 5

40. This Ac( SIN III hc catlcd IIIC Mcdicincs  and Related SulM(al)ccs
lControll  Act, 1965.”.

Substitution of long title of Act 101 of 1965, as suhslitutcxl by scc(ion 22 oIAc1 94
of 1991

29. The following long title is hereby subs[itutcd  for the long Li[lc of the principa] Act: 10

“ACT

To provide for the registration 01 mcdicincs  inlcndcd for l~uman and for animal  USC;
for the rcgis[ration  of medical devices; for the establisbmcn( of’ a Mcclicincs
Control Council; f’or tbc control 01 nmdicincs,  SchcdulcLI  substances and medical
devices: for the control of manufacturers, wholesalers and distributors of nmdicincs  15
and medical devices: and for the control of’ persons who may compound and
dispcose  medicines; and for matters incidental thereto.”.

Repeal of sections 9, 16(c) up to and including (h), 19,21,23,24 and 25 of Act 94 of
lggl

30. .%clions 9. 16(c) LIp 10 and including or).  [9. 21, .-..?3, 24 find 2S of tbc  Mcdicincs  20
and Related Subs{ anccs Control AI I) CIId IIWI)I Act. 199 I (Ac[ N(J. 94 of i ‘W I ), :1(c hereby
I“cpcalcd.

Rcpcal of laws

31. The laws mentioned in the ,%beclule arc hereby repealed to the extent set OU1 in the
third column thereof, to the extent to which II1OSC  laws formed a part of the legislation 25
of tbe areas of lbe fornler-

(~i) Republics of Transkei,  Bopbuthatswana, Venda and Ciskei; and
(b) self-governing tcrritol-ies  o f  Lebowa,  Gazankuiu,  Qwaqwa,  KwaZulu,

KwaNdebelc  and KaNgwane  in terms of’ the Self-governing Territories
Constitution Act, 1971 (Act No. 2 I of 1971). 30

Extension of application of Act 101 of 1965

32, The Medicines and Rcla~ed Substances Act, 1965, and all amendments thereof,
shall :qq>}y  throughout Republic.

Short title and commencement

33. This Act shall be called the Medicines and Related Substances Control 35
Amendment Act, 1997, and shall come into ope~ation  on a date tixed by the President by
proclamation in the Ga:e[te.
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SCHEDULE
(Section 31)

No. and  ymr of law Shurt title Extent of repeal

Act No. 101 of 1965 Mcxlicincs  aa(l  Relo(d  Subs(aaccs  Ccmrol  Act ,

I 1)(,5 “1’llc wllok”

Ac( N().  20  (II I’)(IX l) IIIg\  (’{IIIII!)I  AI  IIL. II(IIIICIII  ALI, 1{108 ‘(’/IL<  WIIOIL

AcI No.  8S 01’ 1°70” Ihugs  COINI’(11  AtIICIdIIICIIt  ACI.  1°70” ‘1’IIC  Wllolc

Act N(1. 95 {J(’ [<)7[ lAwg\  I.aws AIIICmlIIICIII  ACI,  197 I Scclion  7

ACI  No. 05 [)1 1974 Ihugs  Cunwol  AI) ICIIdII)CIII  Ac(. 1974 Scc(iw]\  i up [(I ald  in-

cluding 37

Ac( No.  1 9 0 1 1 9 7 6 Mcdicincs  ml Rclmxl  SubsI:uKcs  C(m[rol

AmcndnIcn[  ACI,  1976 m Wtlok

Act No. 36  of 1977 IICUIIII  Laws  AmcndnIcIIt  Ad, 1977 Scdion  I

Ac( N()  1701 1979 Mcdicincs  and kclaId  Suhs[Nnccs  COII(IOI

Amcndmcnl  Act. 1979 The Whulc

Act No.  20 of 1981 klcdicincs  and Rclalcd  Sul)slauccs  Cuntru]

Amendment Act, 1981 The WI)(11C

Act No. 71 011991 Businesses ACI, 1991 I(CI1lS  I and 2 as llley

appear  in column 3 of

Schcdulc  3 oppmik  Act

N o .  1 0 1 0 1 1 9 6 5

Act No.  94 (of 199 I Mcdicincs aml Rcla(ccl  Subs~wwcs  Con[ml Scdions I up to and

Amcmhncnt  AC I, 1991 including 22

TIM  \hc i

Act N(1. ?7 ()[ 107X Mcdicincs  ili)(l Rcl:IIcxl  SulIsI:IIIUcs  C(IIIIIOI  Ad,

1978 ‘rb~ Wbtlk
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MEMORANDUM ON THE OBJECTS OF THE MEDICINES AND RE-
LATED SUBSTANCES CONTROL AMENDMENT BILL, 1997

The Bill’s primary object is to bring the Medicines and Related Substances Control
Act, 1965 (Act No. 10[ of 1965) (“the principal Act”), into line with the National Drug
Policy of (I]c  Department of Health. The objectives of the Bill arc set out in more detail
hcrcumlcr:

((1)

(6)

(c)

(d)

(e)

m

Tbc Bill provides in clause 5 I’(N Ihc tcrlllillation 0( ollicc of a llwlllbcr of the
council it’ Ibc Mi[iistcr is satislicd (bat hc or shc has viola(ccl Ibc internal rules
ot’ conduct as dc(crlninul  by Lhc council. A member of the council or of a
commitlcc of the council is also obligccl to dcclarc all his or hcr cwmmcrcial
interests related to tbc pharlllaccutical  or health care industry. To obviate any
possible bias, (he Bill provides that such a member shall Iwusc  himself or
herself from any discussion or decision making to which the said interest
relates or may relate.
In ckrusc  9 procedures arc proposed that will expedite the registration of
essential medicines in order to have them availab[c  on the market as quickly
as possible. It is also proposed (bat the registration of all medicines will
remain valid for a period of live yeats after wbicb they will be subject LO
re-evaluation, thereby ensuring greater safety and better quality.
At present the principal Act dots not provide for the importation of a medicine
of which the cumponcnts  are identical to those of another medicine already
registered in the Republic unless the imported medicine is registered as well.
In clause 10 the removal of this impediment is envisaged by allowing for the
importation of such a medicine subject to conditions prescribed by the
Minister. This would result in lowering the prices of mcdicincs and ensure the
supply of more affordable rnedicincs  to all the people of South Africa.
It is proposed in clause 12 that the bonusing and sampling of medicines, which
are aimed at influencing the prescription of certain medicines, be prohibited.
It is also proposed Ibat a code of ethics relating to markc[ing policies hc
prescribed for all Illl:llll]:lcctllic:ll  colnpal~ics ill o r d e r  10 bavc uilif~mll
guidelines and to clilnillatc discrepancies.
The current provisions of ibc principal Act regarding the scheduling and
handling of Scheduled substances arc rigid and they hamper the council in its
efforts to regulate the sale of medicines and Scheduled substances more
efllciently. The Bill envisages the repeal of all the Schedules to the principal
Act and to empower the Minister to prescribe them by regulation. It is
provided in clause 13 that certain conditions upon which Schedule 2,3,4,5 or
6 substances may be sold be inserted in section 22A. Any person selling these
substances will be obliged to comply with the said conditions, thus ensuring
greater safety and better quality. The Bill, furthermore, seeks to enable
registered nurses and persons, other than medical practitioners or dentists,
registered under the Health Professions Act, 1974, to also supply medicines.
This would strengthen the health team needed to provide a more accessible
and affordable health service for all the people of South Africa.
(i) To ensure more effective control, the Bill provides in clause 14 that a

medical practitioner, dentist, practitioner, nurse and other person
registered under the Hcaldl Professions Act, 1974, may compound or
dispense medicines only on the authority and subject to the conditions of
a licence issued by the Director-General. A manufacturer, wholesaler or
distributor of a medicine or medical device will likewise be obliged to
apply to the council for a Iiccrwe to manufacture, act as wholesaler of or
distribute any medicine or medical device.



(ii)

(iii)
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The prescribing of interchangeable multi-source medicines is a world-
wide trend aimed at curbing the cost of health services. Manufacturers of
interchangeable multi-source medicines arc able to produce high-quality
medicines at a cost well below that of their innovator counterparts,
resulting in lower prices. The council evaluates the safety, eK]cacy and
quality of interchangeable multi-source medicines at the same level as
for innovator mcdicincs.  11 is now pmposcd  in clause 14 tbal generic
substiluli(m  [w tlmlc  ;I kgal  optiol)  will) ill tlw rquircl)wl)ls 01’ (IIC
pril)uipal  Act.
The establishnwnt ot’ a pricing col))millcc  is proposed 10 Inonilor lhc
pricing of mcdicincs and (O make rccollli~lct]d:~liolls  to tbc Minister ml
the introduction of’ a transparent pricing syslcm for all medicines and
Scheduled substances sold in the Republic as wcil as on an appropriate
dispensing fee to bc charged by authorised dispensers. This would also
result in lowering Ihe prices  of medicines.

(g) It is proposed in clause 15 that an i]ppcd committee be appointed by Lhc
Minislcr on an mf IUJC basis consisting or no fewer than three persons to hcil~

an appeal against a decision of the Director-General or the council, as the case
may be. It is also proposed that the chairperson shall be a person appointed on
account of his or her knowledge of the law with at least 10 years experience.
Furthermore, to ensure impartiality it is proposed that no member shall have
a direct or indirect interest in the al~airs of the appellant or respondent.

(h) In clause 16 the powers of inspectors are regulated further to authorise them
to enter upon any premises from which a person authoi-ised  to compound or
dispense medicines, or from which a manufacturer, wholesaler or distribute
Iicenced under the principle Act, conducts business. It is also envisaged that
any other premises, place, vehicle, vessel or aircraft ma$ be enterccl upon by
an inspector for inspection purposes only if he or she has reason to suspect [hat
an offence in terms of the principle Act has been or is being cormnittcd  there
or that an attempt has been or is being made there to commit such an offcncc.

(i) The Bill provides in c[ausc  .2 I [ha[ [bc council  SIVII1  bc fumkd by S[;I(C I’UIKIS
i]l)d by runds obtained in Mm of scclion 35( I )(xxxi) and (xxxii) of tiw
principal Act, and by money accepted by or olhcr goods donated or
bequeathed to the council. With a view to the responsible management of the
funds of the council, it is envisaged that the accounting records of the council
be audited by the Auditor-General.

(j) In clause31 the Bill provides for the rationalisation of certain laws relating to
medicines that have remained in force in the various areas of the national
territory of the Republic named in the Schedule to the Bill. At the same time
it is proposed that the corresponding laws of the former Republics and
self-governing territories, which have remained in force by virtue of section
229 of the Constitution of the Republic of South Africa, 1993 (Act No. 200 of
1993), be repealed. In clause 32 the Bill further seeks to make the principle
Act applicable throughout the Republic.

(k) Clause 26 provides that the Act shall bind the State.

In the opinion of the State Law Advisers and the Department the Bill should be dealt
with in terms of section 76 of the Constitution of the Republic of South Africa, 1996.


