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DEPARTMENT OF HEALTH
NO. 620 03 JUNE 2016

MEDICINES AND RELATED SUBSTANGES ACT, 1865 (ACT No. 101 OF 1965)
SCHEDULES

The Minister of Health has, in terims of section 22A(2) of the Madicines and Related
Substances Act, 1865 (Act No. 101 of 1985), on the recommendation of the: Medicines Control
Council, made and updated the Schedulss 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:
Schedules) in Government Gazette 31387, 5 September 2008; and amended by Government
Notice R.1230 (Medicines and Related Substances Act, 1965: Schedules) in Government
Gazelte 32838, 31 December 2009; Government Notice R.227 (Medicines and Related
Substances Act: Schedules)in Government Gazelle 35148, 15 March 2012; Government
Notice. R.674: (Medicines and Related Substances Act, 19685; Schedules) in Government
Gazette 36827, 13 September 2013, Government Notice R.680 (Medicines and Related
Substances Act; 1965 Schedules) in Government Gazelte 36850, 20 September
2013,Government Notice R.104 (Medicines and Related Substances Act, 1965: Schedules) in
Government Gazetle 37318, 11 February 2014; Government Notice R.352 (Medicines and
Related Substances Act, 1965: Schedules) in, Government Gazetle 37622, 8:May 2014;
Goverhment Notice R.234 (Medicines and Related Substances Act, 1965; Schedules) in
Government Gazatte 38586, 20 March 2015; and Government Notice R.254 (Medicinas and
Related Substances Act, 1965: Schedules) in Government Gazette 38815, 15 March 2018
using the following convention:

« Words In bold and in square brackets (e.g. [Gamma benzene hexachloride] in
Schedule 1), indicate .omission from a Schedule
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«  Wotds underlined with a solid-line (e.g.
insertions in-a Schedite.

amma benzene hexachloride) indicate

SCHEDULE

In these:S¢hedules, "the Act’ means the Medicines.and Relsdted Substances Act, 1985:(Act
No.101 of 1965)

Note: Where an alternative schedule(s) is inciuded in natural parentheses-at any point of an
inseription, this is:;provided to indicate.one-ormore alternative scheduling designation/. This.
is forinformation only and-shall not be used in the interpretation of such inscription.

SCHEDULE 1

a All substances referred $0-inthis Schedule are excluded whgn specifically packed,
lahelled, sold and used for —
(i) industrial purpdses incluting the manufacture or compounding of consumer
iterms or products which have no pharmacological-agtion or medicinal purpose;

and .
{ii) analytical laboratory purposes.
b. All prepatations of substances.or-mixtures.of such substances containing.or purporting

to contain any substance-referred to in this Schedule and ingludes.the following:

¢y  The salis and esters of such substances, whera.the existence of sugh salts and
estersis:possible; and

(i) all:preparations and mixtures. of such substances where such preparations and
mixtures are not expressly excluded,

o In terms of section 22A(4)(a)(v) of the:Act, a practitioner, nurse or a person.registered
under the Health Professions Act, 1974 (Act No. 58:0f 1674) other than a medical
practifiongr or dentist may prescribe and supply, only within his/her scopeof practice
anid subject to theindication for use of such substances and madicines arid to the
6onditiqns determined by the Medicines Control Council, to patients under his/her.care,
the Schdule 1 substances and medicines provided forin the Annexures to this
Schedule published in the Gazette in terms.of the Act,
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[} Annexuire 1A: Energency Care Provider (Paramedic);

i) Aniexure 18: Eriergency Care Provider (Emergency Care
Practitioner);

iy  Annexure 2 Dental Therapist;

(iv)  Amexure3: Optometrist.

Hyaluronic acid and its salts,
A, when intended for topical application to the skin;

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

concentrations of hof-more than 0,1 percent; (80)

. exvept when intended for ophthalmic use:in praparations {(except.injéctables) containing:

more than 0,1 percent; (52)
exceptwhen intenided for parenteral use; (S4)

& except in preparations containing less:than 2,8 percgnt when intended for topical use:in
terms: of the provisions ofthe Foodstuffs, Cosmetics and Disinfectants Act, 1972 {(Act 54

of 1972),

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 of 1874) and in possession

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

OPTOMETRIST
ANALGESIC
“Substance Paracetamol
Indication Mild Pain
Route of Administration . 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, All substances referred to in this Schedule are excluded when specifically packed,
labeled, sold and usedfor ~
0] industrial purposes including the manufacture or compounding of consumer
items or products which have no pharmacological action or medicinal purpose;
and
) 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:
(i) ~ The salts and esters of such substances, where the existence of such salts and
asters is possible; and
(i)} all preparations and mixtures of such substances where such preparations and
mixtures are not expressly excluded.
. Interms of section 22A(5)(f) of the Act, & 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
‘Behedule published in the Gazette in terms of the Act.

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

(i) Antiexure 1B: Emergency Care Provider (Emergency Care
Practitioner);

i)y 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)

Ceodeine (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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dosage-unit, with a maximum daily dose not exceeding 80 milligrams, and in packs
containing sufficient. dosage units for a maximum treatment penod of & days, and

liquict oral preparations and mixtures, in combination with one or more therapeutically
active. substances, confaining not mare than 10 milligrams of codeine (calculated as
base) per 5 millilitre dosage unit, with a maximum daily dose not exceeding 80
milligrams, ang: with a pack size not exceeding 100 millilitres, when_contained |
roduicts registered. in terms of the Act, and not intended for export;
except oralsolid preparations, in combination with.one or more therapeutically active
substances, containing more than 10 milligrams. of codeine. (calculated as base) per
dosage.unit; (S3)

except liquid oral preparation$ and mixtures, in combination with.ane or morg
therapautically active substances, sontaining more.than 10.milligrams of codeing
(calculated-as hase) per 5 millilitre ffcssage wnit; (83)

except single component codeine prepacations, (88)

Ditydrocodaeine,

a.

contained in products registered In terms-of the. Act, and-not intended for export;

oral solid preparations, in combination with one or moare thetapeutically active
substanges, containing not mare than 10 milligranis.of dihydrogodeéine (caleuldted as
base) per dosage unit; with a maximum daily.dose not exceeding 80 milligrams, and in
packs -cantaining sufficient. dosage units -for & maximum treatment period of 5 days,
when.contained in.p i ' ol

liguid oral preparations and mixtares, in combination with ane or morav-tharap:euticaﬂy
active substances, containing not more than 10 milligrams of dihydrocodeine

(calculated as base) per 6 millilitre dosage unit, with a maximum daily dose not

sxceeding 80 milligtams, and with a pack. size not -exceeding 100 millilitres, when

except oral solid preparations,,in combination with one ormore.therapeutically active
substances; containing more:than 10 mitligrams of dihydrocodeine:(calculated as bage)
per dosage uait; (§3)
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d. except liquid oral preparations and mixturas, 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)

8. except single component dihydrocodeine preparations. (86)

Hyaluronic acld 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 sofutions or as an ophthalmic lubricant
in concentrations of not more than 0,1 percent; (S0)

¢, except when intended for topical application to the skin; (§1)

except when intended for parenteral use; (S4)

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, 1 972 (Act
54 of 1972).

ANNEXURE 2: DENTAL THERAPIST

DENTAL THERAPIST (Rachelors degres In Dantal Therapy) registered with Health:Professions Council
of Seuth Airica

4 BENTAL THERAPI$T (Bachetors degree in Dental T herapy)
i ANALGESIC, ANT[PYRETIC ANT! INFLAMMATORY

Substance : Codeine [in combination with -opje or more therapeutic active |
substancas and containing 20 milligrams or less of codeine |
({oalctilatod as base} por dosage unit]

-Indication i Demtal pain
Route of Adniinistration : Oral
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ANNEXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degree in Optomelry - B OPTOM) registered with the Health Professiohs
Council of South Africa in terms of the Health Professions:Agt, 1974 (Act 56 of 1974) and in possession
of a Section 22A(1 5) permit as provided for by the Medicines ard Related Substances Act, 1986 (Act
101 of 1965)

OPTOMETRIST
ANTIBACTERIAL
Substance H 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
‘Bubstance ! Tetrazoline
Indication : Minor ocular irritation; Red aye
Route of Administration Topical application ‘
ANTIHISTAMINE/ VASOCONSTRICTOR! MAST CELL STARILISER.
Substance : Oxymetazoline

Indication : Minor ocutar irritation; Red eye
Route of Administration @ Topical application
ANTIHISTAMINE/ VASOCONSTRICTOR/ MAST CELL STABILISER
Substance : Cetirizine; Loratidine; Lavocetirizine
Indication : Atoplc dermatitis invoiving the eyefids
Route of Administration : Oral
ANTIHISTAMINE/ VASOCONSTRICTOR/ MAST CELL STABILISER
Substance ': Sodium Cromoglycate
indication : Vernal Kerato conjunctivitis

-Route of Administration Topical application

' STEROIDAL ANT]INFLAMMATORY
Substance g Hydrocoriisone
indication ; Dermatitis, Eclopic or Seborrhoeic Eczema
Route of Administration. B Topical application

- END SCHEDULE. 2 -
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SCHEDULE 3

All substances: refarred fo in this Schedule-are excluded when specifically packed;

labelled, sold and used for -

0] industrial- purposes including the manufacture or compounding of consurer
items or products whith have no pharmacological action or medicinal plrpose;
and

(i analyticafdaboratory purposes.

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

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

) The salts and esters of such substances, where the existence of such salts and
astersis possible; and ‘

(i) all-preparations and mixtures of such substances where such preparations.ahd
mixtargs.are not-expressly exchided.

In termg,of section 22A(8)(F) .of the Act, a practitioner, nurse or @ person. reglstered

under the Health Professions Act, 1874 (Act-58 of 1974) other than a medical

practitianer or.dentistmay prescribe and.supply,.orly within his/herscope of practice
and subject to the indication for use of such substances andmedicings and to.the-
conditions determined by the Medicines Centrol Coungil, to patients under hisfther care,
the. Schedule 3 substances and medicines.prévided for in the Annexures.to this
Schadule published inthe Gazette interms of the Aot.-

L0 Annexure TA; Emergency Care Provider (Paramedic);

(i) Annexure 18: Emergency Care Rrovider (Emergengy Care
' Practitioner);

(ily  Annexure 2: Dental Therapist;

(v)  Annexure 8 Optometrist,

Cuodeine (methylmorphine),

a.

oral solid préparations, in combination with one or more therapeutically active
substanges, containing more than 10 milligrams of codelne (palcuated as base) per

dosage unit, when cantained in products: registered in téfms of the Act, :and not

intended for ex oFfr

liquid oral preparations and raixtures, in combination with. ane or more. they; apeutically
active-substances, containing more-than 10 milligrams. of codeine (calculated as base)
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per 5 millilitre dosage unit, when contalned in products registered in terms of the Act,
and not intended for export;

except oral solid preparations, in combination with one or more therapeutically active
substances, containing not more than 10 milligrams of codeine {calculated as base) par
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 Jimited.

10.one pack per: customer, when contained in_products registered in terms of the Act,
and not intended for export; (52)

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

‘therapetitically 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 registerad in-terms of the Act,

and not intended for export; (S2)
axcept single component codeine preparations. (S6)

Dinydrocodeine,

a,

oral solid preparations, in combination with one or more therapautically active
subistances, containing more than 10 milligrams of dihydrocodeine (calculated as base)

per dosage unit, when _contained in products registered in terms.of the Ad, and not

intended for export:

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 reqistered in terms of the
Act,.and not intended for export;

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

substances, containing not more than 10 milligrams of dihydrocadeine (calculated as
base) per dosage unit, with a maximum dally dose not exceeding 80 milligrams, and in
packs containing sufficient dosage units for a maximum treatment period of § days;
(82)

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

therapeutically active substances, containing not more than 10 milligrams of

‘dihydrocodeine (calculated as base) per 6 millilitre dosage unit, with a maximum daily

dose not exceeding 80 milligrams, and with a pack size not excesding 100 millllitres;
(82)
except single component dihydrocodeine praparations. (S6).
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ANNEXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degree.in Gptometry ~ B OPTOM) registaradiwith the Health-Professions.
Gouneil of South Africain terms.of the Health Professions Act, 1974 (Act 56.0f 1974)-and in-possession
of a Bection 22A(15) parmit as provided for by the Medicings and Related Substances Act, 1965 (Ast

101 of 1965)

Route of! Aclmlmsfratxon

QPTOMETRISTS

CYGLOPLEGIGS .

Bubsgtanoe. ¢ Atropine

Indigaition Cyclopegic refraction; Treatment of Oveitls

MYDRIATICSI CYCLGPLEEGICS

Topicak Application (Drops)

Route of Administration’.

| Substance Trogicamide
Intfication Cyclopegic; Mydriatic
Route-of Administration Topical:Application (Drops)
MYDR!AT:CS/ CYCLOPLEGICS
Substance Gyelopettolate
Indivation Cycfope'gicﬁ Mydriatic

| MYDRIATICS/ CYOLOPLEGICS

Substance Hormatropine
1 Indication Cyclopegic: Mydriatic
Route of Adiiriistration Topical Application-{Drops)
| ANTI GLAUCOMA
Substance Pilacarpine
indlcation Acute Glaucoma
Route of Administiation Topleal Application (Drops)
ANTI L:LA{JCOMA \
Substance, Timolol
Indlicatiort Acute Glaugoma

Topical-Application (Brops) _

Route of Adminjstration

-~ END . SCHEDULE 3
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SCHEDULE 4

All substances referred to in this Schediile are excludad 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

(i),  analytical laboratory purposes.

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:

(i) The salts and esters of such substances, where the existence of such saits and
esters is possible; and

(iii) all preparations and mixtures of such substances where such preparations and
mixtures are not expressly excluded.

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 Coungil, to patients under his/her care,
the Schedule 4 substances and medicines provided for in the Annexures to this

Schedule published in the Gazette interms of the Act.

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

(i Annexure 1B: Emergency Care Provider (Emergency Care
Practitioner);

(i)  Annexure 2 Dental Therapist;

(iv)  Annexure 3; Optometrisi.

Hyaluronic acid and its salts,

a.  when intended for parenteral use; .

b.  exceptwhen intended for use with contact iens solutions-or as an ophthaimic lubricant in
concentrations of not more than 0,1 percent; (S0)

t.  except when intended for topical application to the skin; (§1)

d.  except when intended for ophthalmic use in preparations (except injectables) containing
more than 0,1 percent;(82)

®  exceplin preparations contairing less than 2,5 percent when intended for topical use in
terms of the provisions of the Foodstufts, Cosmetics and-Disinfettants Act; 1972:{Act 64
of 1972).

Rofigotine.

Sofosbuvir,
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ANNEXURE 3: OPTOMETRIST

OPTOMETRIST (Bachelors degree in Optometry — B OPTOM) registered with the Health Professions
Colincit of South Africa in terms of the Heaith Professions Att, 1974 (Act 56 of 1974) and in possession
of a:Section 22A(15);perm§k as provided for by the Medicines and Related Substances Act, 1985 (Act

101.0f 1965)

Route of Administration @

_OPTOMETRISTS L
ANTIBACTERIAL
Substance Ghloramphenicol
Indication Bacterial conjunctivitis; Anterior blepharitls; Posterior
’ blepharitis
‘Route of Administration Topical Application
ANTIBACTERIAL
| Substarice Tetracycline
ihdication Chiamydiai conjunctivitis; Blepharitis
Route of Administration, Topical Application ‘
ANTIBACTERIAL.
Substance Erythromygcin
Indication Chiamydial conjunctivitis; Blepharitis; Impetigo

(Not to be used as 1* Line Treatment)
Topical Application

Rotite.of Admtnigtratl'on_ ,

ANTIBACTERIAL

Substance Aciclovir

indication Conjunctivitis; Herpes simplex blepharitls; Epithelial
keratitis

Routs of Administration Topical Application

LOGCAL ANAESTHETIC

Substance Tetracaine

Indication Diagnostic. Aide

Topicat Application (Drops)

LOCAL ANAESTHETIC
Substance

Oxybuprocaine and other equivaient local anaesthetics

Indication : Diagnosltic Aide
Route of Administration .__Topical Application (Drops)
— END SCHEDULE 4 -
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SCHEDULE ¢

a. All preparations or mixtures of such substances containing or purporting to confain
substances-thatds chemically related and incdrporates a structural fragment into its
structure that is-shmitar to the structure of 3 listed substance -and Jor exhibits
phanvacodynamic. properties similar to the listed substance referred to in this Schedule
include. the following {unless expressly excluded or unless fisted in another Scheduile):
dy the isomers of such substances, where the existence of such isomers is

possible within the chemical designation;

(i) the esters and ethers of such substances and-of the isomers referred to in (i) as
well as the isamers of such esters and ethers, wha:e the existence of isomers
ofiguch-esters or éthers:is possible;

{iiiy  the salts of 'such substarices and of the isomers reférred toin. (i), as well as the
salty of the esters, ethers and isomers referred to in (i), whera the existence of
such salts is possible;

(iv)  the isomers.of any of the alts referred to.in (iii), where the-existence of sueh
isomers is possible;

(v}  all preparations-and mixtures of any of the above.

(i)  all homologues:of listed substances {(beiriy any-chemigcally related substances
that incotporate-a structural fragment into their structures that s similar to the
structure of a listed-substance andfor exhibit pharmacodynamic propstties:
similar to the listed substanee in the-schedules), unless fisted sepaxate!y in the:
Schedulas.

b. in terms of Section 22A(5),(f)-of the Act, a practifioner, nurse oré person ragistered
under the Health Professions Act, 1974, ottier than a medical practitioner or deptist,
may prescribe and supply, enly within his/her scope. of practice and.subject to.the
indication for use of such substances and:medicings and:to.the conditions determined
by the Mediciies Controt Council, o patients under histhercare, the Schedule 6
substances and medicines provided for in the Annexures to.this Schedule published in
the-Gazefie in terms of the Act.

i) Annexure 1A Emergency Cars Provider {(Paramedic);

(iiy Aringxure 18: 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 therapetically active
substances, in preparations not registered in terms of the Act, or when intended for
export; (82, 83)

(oF except liquid otal 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. (82, 83)

Dihydrocodeine,
a. single component dihydrocodeine preparations;
b. [except] oral sofid 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, 83)

c. fexcept] 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. (S2, S3)

tbogaine.

~ END SCHEDULE 6 -

These Schedules s amended come into operation on the date of publication in the
: rament GaZptte.
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