
GOVERNMENT NOTICE

DEPARTMENT OF HEALTH

NO.R 2016

MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT No. 101 OF 1965)

SCHEDULES

The Minister of Health has, in terms of section 22A(2) of the Medicines and Related

Substances Act, 1965 (Act No 101 of 1965), on the recommendation of the Medicines Control

Council, made and updated the Schedules in the Schedule.

This Schedule amends the Schedules as inserted by Government Notice R.509 (Medicines

and Related: Substances Act, 1965: Schedules) in Government Gazette 24727, 10 April 2003;

substituted by Government Notice R.935 (Medicines and Related Substances Act, 1965:

Schedúles) in Government Gazette 31387, 5 September 2008; and amended by Government

Notice R.1230 (Medicines and Related Substances Act, 1965: Schedules) in Government

Gazette 32838, 31 December 2009; Government Notice R.227 (Medicines and Related

Substances Act; Schedutes)in Government Gazette 35149, 15 March 2012; Government

Notice: R.674 (Medicines and Related Substances Act, 1965: Schedules) in Government

Gazette 36827, 13 September 2013, Government Notice R.690 (Medicines and Related

Substances Act, 1965: Schedules) in Government Gazette 36850, 20 September

2013,Government Notice R.104 (Medicines and Related Substances Act, 1965: Schedules) in

Government Gazette 37318, 11 February 2014; Government. Notice R.352_ (Medicines and

Related Substances Act, 1965: Schedules) In, Government Gazette 37622, 8 May 2014;

Government Notice R.234 (Medicines and Related, Substances Act, 1965: Schedules) in

Government Gazette 38586, 20 March 2015; and Government Notice R.254 (Medicines and

Related Substances Act, 1965: Schedules) in Government Gazette 39815, 15 March 2016

using the following convention:

Wards in bold and in square brackets (e.g. [Gamma benzene hexachioride] in

Schedule 1), indicate omission from a Schedule
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a Words underlined With .a solid line (e.g. Gamma bermene hexachloride); indicate

insertions, in -a Schedule.

SCHEDULE

ln these$.eiledules, "the Act" means.the Medicines.and .Relatad Substances.Act, 1985 (Act

EVo,101 of 1965)

Note: Where an alternative-.schedule(s) is included in. natural. parentheses -at any point of an

inscription, this is provided to indicateorte:or more alternative scheduling designation/a, This

is forinformation only :and_shall not be used in the interpretation of such :inscription:

SCIiE©t:lI,>_. 1

.a. All .substances referred to -in this Schedu le are excluded wen specifically packed,

labelled, sold and used for -

(i) industrial purposes including the manufaçture or compounding of.consunner

items or products which have no pharmacological - action or medicinal:purpose;

and

(ii) analytical laboratory purposes:

b. All preparations of substances .ormixtures.of such substances containing :or purporting

to contain. any substancareferred ta in this Schedúie and includes =the following:

(i)- The salts and esters ofsueh substancee, where te existence Of such salts and

'ester5';ìs:poasiblé; and

all preparatiáns and mixtures of such substences:wi ere. such .preperet uns and

mixtures .are. not expressly excluded,

c, In terms of.section 22A(4)(a)(v) tif the.Aét, a practitioner,: nurse or a persott registered

under the health i?rofasSiens Act, 1974 (Aot No. 56:of 19744 otherthan a medical

practitioner or dentist may prescribe and supply, only .within hisiher scopes :of practice

and subject to.the :indication for use -of such substances and medicines and to the

conditions determined by the Medicines Control Council, to patients under ljislher care,

the .Schedule 1 substances and rnedicines.provjded for.in the Annexures to this

Schedule published. In the Gazette in terrns.of the Act,
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(i) Annexure 1A: Emergency Care PrOvicier-(iaramediO):

(ii) Arinexure 1B: Emergency Care Provider (Emergency Care

Practitioner);

Annexure 2: Dental Therapist

(iv) Annexure .3: Optometrist.

liyaluronic acid and Its -salts,

a. when intendetifer topical application to the skin;

b.. Wept when. intendedlor use with contact lens solutions or as an ophthalmic lubricant in

concentrations-of notmore than 0,1 percent (SO)

except when:httended for ophthalmic usain preparations (exceptinjedtables) -containing.

more Than 0,1 percent; (S2)

d. except:when. intended. for parenteral .use:.1S4)

e)(cept in preparations containing lessthan 2,5percent when intended for topical. use:in

termsof the provisions Of .the Foodstuffs, Cosmetics and DisinfectantsAct.,.1972 (Act .54

of 1972)rf.

4

ANNIiXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degree in Optometry -B OPTOM) registered with the Health Professions

Council of South Africa in terms of the Health Professions Act, 1974 (Act 56 of 1974) and in possession

of a Section 22A(15) permit as provided for by the Medicines and Related Substances Act, 1965 (Act

101 of 1965)

OPTOMETRIST

ANALGESIC

Substance Paracetamol

Indication Mild Pair,

Route of Administrations : Oral

ANALGESIC/ ANTI INFLAMMATORY

Substance Ibuprofen

Indication Mild to Moderate Pain

Route of Administration Oral

- END SCHEDULE 1 -
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SCHEDULE 2

a. Ail substances referred to in this Schedule are excluded when specifically packed,

labeled, sold and used for -

(i) industrial purposes including the manufacture or compounding of consumer

items or products which have no pharmacological action or medicinal purpose;

and

(ii) analytical laboratory purposes.

b. All preparations of substances or mixtures of such substances containing or purporting

to contain any substance referred to in this Schedule and includes the following:

(ì) The salts and esters of such substances, where the existence of such salts and

esters is possible; and

(il) all preparations and mixtures of such substances where such preparations and

mixtures are not expressly excluded.

c In terms of section 22A(5)(í) of thy: Act, a practitioner, nurse or a person registered

under the Health Professions Act, 1974 (Act 56 of 1974) other than a medical

practitioner or dentist may prescribe and supply, only within their scope of practice and

subject to the indication for use of such substances and medicines and to the

conditions determined by the Medicines Control Council,, to patients under his /her care,

the Schedule 2 substances and medicines provided for In the Annexures to this

Schedule published in the Gazette in terms of the Act.

(i) Annexure 1A: Emergency Care Provider (Paramedic);

(ii) Annexure 1B: Emergency Care Provider (Emergency Care

Practitioner);

(iii) Annexure 2: Dental Therapist;

(iv) Annexure 3: Optometrist.

Aspirin (acetyl salicylic acid), when intended for:

a. the treatment of children or adolescents; and

b. the prophylaxis of cardiovascular disease in adults (SO)

Codeine (methylmorphine),

a. oral solid preparations, in combination with one or more therapeutically active

substances, containing not more than 10 milligrams of codeine (calculated as base). per
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Osage unit, with a maximum daily dose not exceeding 80 milligrams, and in packs

containing ;sufficient dosage units fora maximum treatment period of S days, and

limited to one, pack tier customer, when contained in:preducts registered in terms of. the

;a d not intended ffor, export,

b, liquid- oral :preparations and mixtures, in combination with one or more therapeutically

active substances, containing not more than 10 milligrams of codeine (caidulated as

bah) per 5 miliilitre dosage unit, with a maximum daily dose not exceeding 80

milligrams, and with a pack size not exceeding 100 .millilitres, when contained in

products registered in terms of the Act, and not intended for_export;

c, except oraisolid preparations, .
in combination with one or more therapeutically active .

substances, containing. more than ig milligrams of codeine, (calculated as. base) . -per

dósega.unit; ($3)

d. except liquid oral prepäratioris'and mixtures, in combtneticn with one or more

therapeutically activesubstances, .containing =rather) 10.rrmi_iligrrama. of -codeine:

(oalculetecil as .bare). per 5 millilitre dosage unit ;*(33)

except: single component codeine preparations,. ($6)

Dihydrocodeina;

a. oral solid preparations, in combination with one or more 'therapeutically .active

.substances; containing not more than 1.0 iî ifligramd..cf dihydrocödaine (calculated as

.base) perdosage unit 'with a maximum daily,dóse not exceeding BO milligrams; and in

packs -containing sufficient;:dosage units for a maximum treatment. period of 5-days,

vwhep.contained In.oroducts registered in terms of the Mt, and flot. inte nde0)rexport;

b, liquid oral preparations and mixtures, in combination with one or ntore.therapeutically

active :substances, containing not more than 10 milligrams Of .dihydrogedeine

. (caliïuiated as bese) per 5 millilitre dosage unit, with a maximum daily dose not

'exceeding, ,80 mitligrams, and with a pack. size not 'exceeding 100 millilitres,. when

contained in products registered in terms áf tlia..Aot, and,not intended.for export;

c, except. oral solid preparations in combination with one or.more:therapa>iticafy active

substances, containing more than 10 milligrams of diI ydrocedeine:(celcUlated as brio).

per dosage unit; ($3)
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d. except liquid oral preparations and mixtures, in combination with one or more

therapeutically active substances, containing more than 10 milligrams of

dihydrocodeine (calculated as base) per 5 millilitre dosage unit; (S3)

e. except single component dihydrocodeine preparations. (56)

Hyaluronic acid and its salts,

a. when intended for ophthalmic use in preparations (except injectables) containing more

than 0,1 percent;

b. except when intended for use with contact lens solutions or as an ophthalmic lubricant

in concentrations of not more than 0,1 percent: (SO)

c. except when intended for topical application to the skin; (S1)

d. except when intended for parenteral use; (54)

e. except In preparations containing less than 2,5 percent when intended for topical use in

terms of the provisions of the Foodstuffs, Cosmetics and Disinfectants. Act, 1972 (Act

54 of 1972), 8

iANNEXiJRE 2: DENTAL THERAPIST

DENTAL THERAPIST:(Bactteiors,degree in Dental. Therapy) registered, With Health..:Professions Council

of South Africa

'DENTAi. THERAP.Ig (Bachelors. dEgree in gental Therapy)

ANALGESIC, ANTIPYRETIC, ANTI INFLAMMATORY

Substance

'Indication

Codeine (in combination with oie or more therapeutic active
substances and containing 20 milligrams or less of codeine
(calculated es base) per dosage unit]

Dental pain

Route of.Adfliiniatraflo.n Oral
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ANNEXURE`3: OPTOMETRIST

OPTOMETRIST (Bachelors degree in Optometry -B OPTOM) registered with the Health Professions

Council of South Africa in terms of the Health Professions Act, 1974 (Act 56.of1974) and in possession

of a Section 22A(15) permit as provided for by the Medicines and Related Substances Act, 1965 (Act

101 of 1965)

OPTOMETRIST

ANTIBACTERIAL

Substance : Mupirocin

Indication Impetigo (Eyelids); External Hordeolum, infected atopic dermatitis

Route of Administration Topical application

ANTIHISTAMINE/ VASOCONSTRICTOR! MAST CELL STABILISER

Substance Antazoline

Indication : Allergic and Atopic Conjunctivitis

Route of Administration Topical application

ANTIHISTAMINE/ VASOCONSTRICTOR / MAST CELL STABILISER

Substance Tetrazoline

Indication : Minor ocular irritation; Red eye

Route of Administration Topical application

ANTIHISTAMINE/ VASOCONSTRICTOR! MAST CELL STABILISER

Substance Oxymetazoline

Indication : Minor ocular irritation; Red eye

Route óf Administration Topical application

ANTIHISTAMINE/ VASOCONSTRICTOR / MAST CELL STABILISER

Substance Cetirizine; Loratidine; Levocetirizine

Indication Atoplc dermatitis Involving the eyelids

Route of Administration : Oral

ANTIHISTAMINE/ VASOCONSTRICTOR / MAST CELL STABILISER

Substance Sodium Cromoglycate

Indication Vernal Kerato conjunctivitis

Route of Administration Topical application

STEROIDAL.ANTI: INFLAMMATORY

substance Hydrocortisone

Indication Dermatitis, Ectopic or Seborrhoeic Eczema

Route of Administration. Topical application

- END SCHEDULE 2 -
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SCHEDULE 3

a, All substanços:.referred to in this Soheddle;areexcluded When specifically. :packed;

labelled, :sdld and used 'for

(i) industrial - purposes including the manufacture or compounding of consumer

items pt products.which have no pharmacological..action or medicinal purpose;

and

(Ii) analytic tl:;l_sboràtory -purposes.

b. All preparations of substances ormixtures of such substances containing or purporting

to contain. any substance referred to in this Schedule end ingludes the following;

(i) The :salts and esters of such substances, where the existence of such salts and

esters is possible; and

(ii) all preparations and mixtures of such substances:where such preparationsand

mixtur;es:are. notexpressly excluded.

c. l.n ternis, ßáf section 22A(0)(f).of the Act, .a practitioner, nurse or a person. registered

under thellealth Professions Act, 1974 (Act .56 of 1974) other than a medical

practitioner or, dentist may ly within his /her :Scope of practice,

and subject:to the- indication for use of such substances'sKt medicines and to.the

conditions.determined by the Medicines Control Council, to patients under.hislher care;

the. Schedule 3 substánces.and medicines.prdvided for in the Annexures -to this

Schedule published in the Gazette-in :terms- .of.the Act.-

Annexure 1A: Emergency Care Provider (Paramedic),(I)

(ii) Annexure 18:

(iiì) Annexure 2:

(Iv) Annexure 3:

Codeine (methylmorphine),

Emergency Care.Provider.(Emergenpy Care

Practitioner);

Dental Therapist;

Optometrist.

a. oral solid preparations, in combination with one or more therapeutically active
substanes, containing more than 10 milligrams of codeine (calculated as base) per
dosage unit, when .contained in products registered In terms of the Act, Nand. not
Intended for expbi t

b. liquid .oral preparations and mixtures, in combination with. one or more therapeutically
activesubstances;containing morethan 10 .milligrams of.codeine (calculated as base)
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per 5 millilitre dosage unit, when contained in products registered in terms of the Act,
and not intended for export

c. except oral solid preparations; in combination with one or more therapeutically active
substances, containing not more than 10 milligrams of codeine (Calculated as base) per
dosage unit; with a maximum daily dose not exceeding 80 milligrams, and in packs
containing sufficient dosage units for a maximum treatment period of 5 days and limited .

to one pack per customer, when contained in products registered in terms of the Act,

and not intended for export; (S2)

d. except liquid oral preparations and mixtures, in combination with one or more
therapeutically active substances, containing not more than 10 milligrams of codeine
(calculated as base) per 5 millilitre dosage unit, with a maximum daily dose not
exceeding 80 milligrams, and with a pack size not exceeding 100 millilitres and limited
to one pack per customer, when . contained . in products registered in terms of the Act,
and not intended for export; (52)

e, except single component codeine preparations. (S6)

Dihydrocodeine,

a, oral solid preparations, in combination with one or more therapeutically active
substances, containing more than 10 milligrams of dihydrocodeine (calculated as base)
per dosage unit, when contained in products registered in terms of the Act. end no
intended for export,

b. liquid oral preparations and mixtures, in combination with one or more therapeutically
active substances, containing more than 10 milligrams of dihydrocodeine (calcUlated as
base) per 5 millilitre dosage unit, when contained in products registered in terms of tF,f,.e.
Act,.: and not. intended for export;

c. except oral solid preparations, .In combination with one or more therapeutically active

substances, containing not more than 10 milligrams of dihydrocodeine (calculated as

base) per dosage unit, with a maximum daily dose not exceeding 80 milligrams, and in

packs containing sufficient dosage units for a maximum treatment period of 5. days;

(S2)

d. except liquid oral preparations and mixtures, in combination with one or more

therapeutically active substances, containing not more than 10 milligrams of

dihydrocodeine (calculated as base) per 5 millilitre dosage unit, with a maximum daily

dose not exceeding 80 milligrams, and with a pack size not exceeding 100 millilitres

(s2)

e, except single component dihydrocodeine preparations. (86)

This gazette is also available free online at www.gpwonline.co.za

32  No. 40041 GOVERNMENT GAZETTE, 3 JUNE 2016



12;

ANNEXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degreein .Optornetry B OPTOIVI) .re9is.tere(twIth the HealthProfessions-

CoUaell of'South Afri.0:410-ternw9f tileHealth ProfossiopAa 11174 (Act5:0_of 1a14),-.and invossesSion

of a Section 22A(I5) permit as provided for- by the :Medicines and .Related:Substances Act, 1965. (Act

101 o 1865)

OPTOMETRISTS
.

CYCLOPLFGICS

Substance. :

IncliOtiOn :

Route of:Administration :

. - -
Atropine

Cyclope& refratliOn: Treatment of Oveittia

TopicalApplication (Drops) - ":"--.. __ ....-
MYDRIATICS! CYCL0PLEdICS

Substance 1

indication :

Route,of Adaiinistration :

Tropicamide .-

Cyclopegic; Mydriatic

Topical:Aplaton (Drops)

MYDRIATICS/ CYCLOPLEGICS

spbetance :

Indication :

Route of Administration ;,

Cyclopetitolate

Cyclopegio; Mydrietic

Tcplcet ApRifca,tion:RropsL,

Hornetriwine

CKI0Pegic;. Mydriatic

Topical Application. (Drops)

MYDRIATIOS/ CYCLOPLEGiCS

Substance :

Indi
,Otion

!:

Route of Admillistrailän :

ANTI GLAUCOMA

Substance :

indication :

Route of AdminiStration

Pilocarpine

Acute. Glaucoma

ILVICal Application(Drops)

ANTI GLAUCOMA,

Substance, :

:Indication :

Raft° Of Administr*Ion ;

Timoiol

Acute Glaucoma

ToolcalApplication (Drops)

- END SCHEDULE 3 .
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SCHEDULE 4

a. All substances referred to in, this Schedule are excluded when specifically packed,

labelled, sold and used for

(i) industrial purposes including the manufacture or compounding of consumer

items or products which have no pharmacological action or medicinal purpose;

and

(ii) analytical laboratory purposes.

b. All preparations of substances or mixtures of such substances containing or purporting

to contain any substance referred to in this Schedule and includes the following:

(ii) The salts and esters of such substances, where the existence of such salts and

esters is possible; and

(iii) all preparations and mixtures of such substances where such preparations and

mixtures are not expressly excluded.

c. In terms of section 22A(5)(f) of the Act, a practitioner, nurse or a person registered

under the Health Professions Act, 1974 (Act 56 of 1974) other than a medical

practitioner or dentist may prescribe and supply, only within his /her scope of practice

and subject to the indication for use of such substances and medicines and to the

conditions determined by the Medicines Control Council, to patients under his/her care,

the Schedule 4 substances and medicines provided for in the Annexures to this

Schedule published in the Gazette in terms of the Act.

(i) Annexure 1A:

(ii) Annexure 18:

(iii) Annexure 2:

(iv) Annexure 3:

Emergency Care Provider (Paramedic);

Emergency Care Provider (Emergency Care

Practitioner);

Dental. Therapist;

Optometrist.

Hyaluronic acid and its salts,

a, when intended for oarenteral use;

b. except: -when intended for use with contact lens solutions or as an ophthalmic lubricant In

concentrations of not more than 0,1. percent; (SO)

c, except when intended for topical application to the skin; (S1)

d. except when intended for ophthalmic use in preparations (except;injectables) containing

more than 0,1 percent(S2)
14

a, exoopk-in preparations containing less than 2,.percent when intended for topical use in

lettns..of the provisions of Foodstuffs, Cosmetics.andtiisinfeetanteAot,1972:(Aot 54

of 1.04
Rotigotine.

S.oîosbuvir.
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ANNEXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degree in Optometry -6 OPTOM) registered with the Health Professions
Council of South Africa in terms of the Health Professions Act, 1974 (Act 56 of 1974) and in possession
of a Section 22A(15) permit as provided for by the Medicines and Related Substances Act, 1965 (Act
101 of 1965)

OPTOMETRISTS

ANTIBACTERIAL
_

Substance : Chloramphenicol
Indication : Bacterial conjunctivitis; Anterior blepharitis; Posterior

blepharitis
Route of Adnlinistrátion : Topical Application

ANTIBACTERIAL

Substance : Tetracycline
Indication : Chlarnydieai conjunctivitis; Biepharitis

Route of AdminiatratIon, : Topical Application

ANTIBACTERIAL.
Substance

: Erythromycin
Indication , Chlamydial conjunctivitis; Blepharitis;..Impetigo

(Not tobo used as 1 ;1 Line Treatment)
_Route of Administration

._.....:._ __.. Topical Application
ANTIBACTERIAL
Substance : Aciclovir
Indication

: Conjunctivitis; Herpes simplex blepharitis: Epithelial
keratitis

Route of Administration
: Tw-pical Application

.

LOCAL ANAESTHETIC

Substance : Tetracaine
Indication : Dlágnostic.Aide
Route ,of Administration : Topical Applicationtl rokssJ
LOCAL ANAESTHETIC

Substance : Oxybuprocaine and other equivalent local anaesthetics
Indication

. Diagnostic Aide
Route of Administration

. :. Topical Application (Drops)

-- END SCHEDULE 4 --
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SCHEDULE 6

All preparations ormixtures of such substances containing or purporting to contain

substances-that:ls chemically related and inoorporates a structural fragrn.entinto. its

structure -that is similar to the structure of a listed substance :and /or exhibits

.pharrnacodynanrïic.properties similar to the listed-substance referred to in this Scheduile

include. the following :(Unless expressly excluded or unless listed in another: Sçhedtile):

(i). the iserners.of such substances, where the existenoe.ef.seeh isomers is

possible within the chemical designation;

(ii) the esters and ethers of such substances andof the isomers referred. to.,ln (i) as

well as the isomers of such esters and ethers,. where. the.éxistence :of -isonners:

ofsuoh :esters .or ethers:is..possible;

(iii) the salts of such substances and of the isomers referred :loinoin: (I), as well ,as the

sale of the esters, ethers and isomers referred to in ,(ii), where.the existence of

such salts is possible;

(iv) the isomer& of any of the salts referred: to_in (iii), where the. existence of such

isomers Is possible:

(v) all preparations and mixtures of any of the above,

(vi) all homologues.of listed substances (beïriçl eny cherrileally related substances

that incorporates structural fragment into their. structures -that Is similar to the

structure of a listed=substance a.ndtor exhibit pharmacodynamio properties.

.similar to:the listed 'substance. in the;sohedules), unless listed separately. in the:

Schedules:

b. in terms of Sectiòn 224(6).(0. of the Apt, a practitioner, nurseor:e person registered

under the HealthProfessions Act, 1974, other than a medical practitioner or dentist,

may prescribe and supply, only within his /her scope: of praptica: and.subjeot -to. the

indication for,use of:.su.ári.sübstances andnectiolnes encetothe conditions determined

by the.Mrÿdïcir es Control Council, :fo patients :rider hisfheroare, the Schedule'6

substançes and medicines.provided for in the Annexures to this:Sohedr.fle published in

the :Gazelle in terms ofthe Apt.

(i) Annexure 1A: Emergency Cate Provider (Paramedic);

(ii) Annexure 1B: Emergency Care Provider (Emergency Care Practitioner).
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Codeine (methylmorphine),

a.. single component codeine preparations;

b, [except] oral solid preparations, in combination with one or more therapeutically active

substances, in preparations not registered in terms of the Act, or when intended for

export; (S2; 53)

c, except liquid oral preparations and mixtures, in combination with one or more

therapeutically active substances, in preparations not registereá_in terms of the Act, or

when intended for export. (S2, 83)

Dihydrocodeine,

a. single component dihydrocodeine preparations;

b. [ except] oral solid preparations, in combination with one or more therapeutically active

substancess'in preparations not registered in terms of the Act, or when intended for

export; (S2, 53)

c. [except] liquid oral preparations and mixtures, in combination with one or more

therapeutically active substances, in preparations not registered in terms of the Act, or

when intended for export, (52, S3)

Ibogaine.

-- EMD SCHEDULE 6 -

These Schedules . s amended come into operation on the date of publication in the
rnment G? ette.
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