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DEPARTMENT OF HEALTH

NG, R. 3261 ' " 24 March 2023

- MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT No. 101 OF 1965)
‘ 8CHEDULES

The Minister of Health has, in terms of s@&iori 225 (2} of the Medicines and Related
. Substances Act, 1985 (Act No. 101 of 1965}, on the recommendation of the Bouth

African Health Products Regu!atary Authority (SAHPRA), made and updatad f:ha-
- Behedules.

" This Schedule amends the thadui% as inserted by Gmf@mmemt Nntt:;e R.500
(Medicines and Related Substances Act 1965: Schedul les) iIn Government Gazetie
24727, 10 April 2@{33, substituted by Govarnment Notice R,935 (Medicines and Related
Substances Act, 10685: Schedules) n Government Gazalfs 31387, 5 September 2008;

 and amended by Govemmant Notice R,1230 {Metlicines and Related Substances Act,

1968 Schedules) in Goverment Gazetle 32838, 31 December 2009; Government
Naiiw 'ﬁ,gz’?‘ {Maﬁiﬁiﬁas and Related Substances Act: Schedules)in Government
 Gazette 35’149; 15 March 2012, Government Notice R674 (Medicines and Related

" Substances Act, 1965: Schedulas) In -mmmmem Géx@tﬁ@ ae&é'?. 13 Bepternber 2013,
Governmant Notice R.690 {(Medicines and Rélated Substances Act, 1965 Schedules)
in Government Gazette 36850, 20 September 2013,Govemment Notice R.104
(Medicings and Ralated Substances Act, 1968 Schedulesy in Govemmant 'Gazeﬁe
37318, 11 February 2014; Govemmént Notice R352 (Medicines and Related
Bubstances Act 1965 Schedules) in, Government Gamﬁs 37622, 8 WMay 2014
va&mment Notice R.234 {Medicines and Related %ubs*tamsa Act, 1965 Schadules)
in @mv@mm@m Gazetts 38586, 20 March 2016 Government Notice R.254 (Medicines
and Related Subsiances Act, 1965: Schetules) in Government Gazetfe 39815, 15
March 2018; Government Notice R.254 (Medicines and Relatad Substances Act, 1985;
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Schedules) In Government Gazette 40041, 03 June 2016, Goverrment Naﬂ‘gé No.748
{(Medicines and Related Substances Act, 1965: Scheduleé) in Government Gazetfe
41009, 28 July 2017; Government Nofice No. 1261 (Medicines and Related Substances
Act, 1965: Schedules) in Government Gazetie 41256, 17 November 2017, Government
Notice No.1262 (Medicines and Related Substances Act, 1965: Schedules) in
-Government Gazefte 42052', 23 November 2018 and Government Nofice No.755
{(Medicines and Related Substances Act, 1865: Schedules) in Goverhman; Gazetls
A24T7, 23 May 2019; Government Notice No, R219 (Méd'lcinms and Related Substances
'Aat, 1965; Scheduies) in Govarmmaent Gazette 430151, 28 February 2020, Government
Noice No. R586 (Medicines and Related Substances Acl, 1986: Schedules) I
Government G.azéita 43347, 22 May 2020, Government Notice No, R1378 (ﬁmedicir{ﬁs
and Related Substances Act! 1968 Sch&dule&s} in Government Gazetle 44016, 18
December 2020, Govermnment Notice No. 883 (Medicines and Related Subs‘tamﬁs Actl
1865 Schedules) in Government Gazette 45178, 17 Saptembef 2021 and Government
Notice No. 2685 {(Medicines and Related Substances Act! 1985: Schedules) in
Government Gazelte 31?3?3, 28 Gétaber 2022 using the %‘c;ilcvéing convantiony ' |

»  Weords in bold and in square brackets {(e.g. [Gamma benzene hﬁexaﬁhloride],in
Schedule 1), Indicate omission from & Schedule

«  Words underiined with a solid line (e.g. Gamma benzene hexachloride), indicate
Insertions in a Schedule, '

SCHEDULE

In these Schedules, "the Act” meam.é;, the Medicines and Related Substances Act, 1968
“(Act No.101 of 1965}

Note: Where an alternative schedule(s) is included in natural pa_r&rithases at any point
of a&n in@c;ripiian. this is provided to indicate one or more altémaﬁve schedui'ing
designation/s. This is for information only and shall nbt be used in the Interpretation of
such insoription, ' '
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SCHEDULE 1

a. All substances referred to in this Scheduie are excluded when specifically packed,
 labelled, sold and used for - ' ' |
(i} - industrial purposes includi rtg the . manufacture or compounding of
consumer ftams or products which have no pharmacological action or
medicinal purpose; and | '
(i) analytical laboratory purposes.
b, All preparations of substances or mixtures of such substances cuntaining or
_ purport ﬁg to contain any substance referred te in this Schedute and Includes the
fol iowmg
(i)  The salts and estars of s;uah substances, wher@ the existence of such salts
and esters is possible; and
(i)  allpreparations and mixtures of such substances where such preparaticns
and mixtures are not expressly excluded. | o
G. In terms of section 22A{4)ajv) of the Act, a practitioner, nurse or a person
registerad under the Health Professions Act, 1974 (Act No. 56 of 1874} other than
a medical practitionar or dentist may prascribe and supply, only within histher
scope of practice and subject to the indication for use of such substénﬁes and
medicines and fo the conditions determined by the Authority, to patients under
hisfher care, the Schedule 1 substances and ‘medicines provided for In the
A.nnexurea to this Scheduls publishéd In the Gazetlte in terms of the Act.

(i,  Annexure TA Emargency Care Provider {(Parameadic); |

Anngxure 18, . Emergency Care Provider {Emergency Care
' . Practitioner); _ |

Armexure 1C; ' Basic Ambulance Assistant -
Annexure 1D Ambulance Emergency Assistant
Annexure 1E: Emargency Care Tachnician
Annexure 1F: : Emergency Care Agsistant

()  Annexure 2: , Dental Therapist;

ity  Annexure 3: ' Optometrist,
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(ivi  Annexure 4: Podiatrist
(v) Annexure5: Oral hygienists
- Cetirizing
! - - Diclofenage,

a. when infended ?or appiication to the skin and containing more than 1 % m/m of
diclofenac; (53)

b. except when Intended for application to the skin and containing 1 % m/m or less
- of diclofenac subject to a maximum pack size of 50 gramss_i (S0}
¢. except when intended for the emergency treatment of acuté gout attacks, subject
toa maximum gaily dosa of 180 myg for a'maximum tr&atmergi period of 3 days;
(82) |
d. except when intended for human vse only in the treatment of fever or mild to
- moderate pain of Inﬂammatéry origin, or for the treatment of post-traumatic
co ndiggéns, subject fo & maximum dally dose of 75 ﬁ'lg for a maximum treatment
period of & day; (82)
e, except when intended for veterinary use (83),

lbuprofen 7 _
a. when contained in‘preparations intended for application to the skiﬁ_, containing
5% m/m or less of ibug;rof‘er’ax_ and presented in a pack size exce’ediﬁg 50 grams,

(50) | ~ |

" b. when contained in transdermal patchas containing 200mg of ibuprofen per patch

or less, and indicated for use by pafients aged 16 vears and older:
¢ when t;antafned in oral m’edicihai preparations, intended fq.r' human use only,
- supplied in a solid doge form as divided doses contained in packs riot exceeding
24 dosage units or divided doses and c‘oﬁ%aining thuprofen as the anly active
th@rapauti_c substance, intended for the treatmant of mild to moderate pain or
fever of inflammatory origin tf:}'r for the treatment of post-traumatic conditions in
adults and children over 12 years of age whete the recommanded dally dose of
ibuprofen in the cage of adults does not exceed 1,2 grams and in children 12
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~ years and older does not exceed 20 miligrams par ké!agram'of body weight. (82,
83). ‘ '

@. except when intended for veterinary use. ($3)

Levr;@ﬁrizine

ANNEXURE 3; OPTOMETRIST

 OPTOMETRIST (Bachelors degree in_Opfometry — B OPTOM) redistered with the
Hpalth Professions Council of South Africa.

No. 48358 23

OPTOMETRIST

OPHTHALMIC PREPARATIONS: OTHER
'Sub_stance © Fluorescein

indication D For diagnostic purpose only Le. In detecting corneal abrasions
- . and forelgn bodles n the eye, In applanation tonometry, in
assessing the patency of tha nasalacrimal duct and in (:orﬁémt

lens fitting procedures

Route of Administration  ©  Intra-ocular

OPTOMETRIST {Bachelors degree in Optometry — B OPTOM) with additional
gualifications registered with the Health Professions Courncil of South Africa In terms of
the Health Professions Act, 1874 {Act 66 of 1'9?4) and recognised by the Health
Profassions Councit of South Africa ag an authorised prescriber,

ANALGESIC

$ubstéﬂg@ : - Paracetarnol
Indication ¢ Mild Pain
Route of Administrationn Oral
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| ANALGESIC/ ANTI INFLAMMATORY

| Substance : - fhuprofen
Indication ~ ¢ Mild to Mgdgrate Fain
Route of Admimstrailon o Crsal

| ANTIHISTAMINE/ VASGCQN&TRICTGR] MAST CELL STABILISER

| Substance o Loratadine

Indication 1 Atopic dermatitis involving the eyelids
Route of Administration . Oral |

| SYMPATHOMIMETIC
Substange : Phenviephrine

{ Indication : Miner ocular irritation

Route of Administration e S ORICEL Drops)

Oral hygienists registered with the Health Professions Councll of South Afrlea: (HPUSA)
In terms of the Health Professions Act, 1974 (Act 56 of 1974)

TOPICAL ANAESTHETIC

Substance Ethiyl shioride

| indication Dental surface anaesthesia

Route of Administration . Topical

~ END SCHEDULE 1~
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SCHEDULE 2

a. Al substances refarred to in this Schedule are excluded when specifically packed,
labeled, sold and used for ~
()  industrial purposes including the manufacture or compounding  of
consumer items or products which have no phammacological action or
medicinal purpose, and
(i analytical laboratory purposes. _
b Al preparations of substances or mixtures of such substances containing. or
' pwpmmng to contain arsy ‘substance refermci {o in this Scheduls and includes the
fatiawmg
(iy = Thesalts and estars of such substances, whem the amsience of such sai
' and esters Is possible; and '
(ii) all preparations and mixtures of such substances where such preparaticns ,
and mixtures are not expressly excluded.

‘e, In terms of section 22A(5)(f) of the Act, a practitioner, nurse or a person reg;smmd :
uﬁdar the Health Professions Act, 1874 (Act 56 of 1974) other than a medical
praciitioner or dentist may prescribe and supply, only within their eaom of pravtice
and subject to the indication for use of such substances and medicines and to the

- conditions detémﬁneé by the Authority, to patlents under hisfhér care, the
Scﬁe’duie 9 substances and medicines provided for In the Annexurss to this
Schedule published in the Gazetie In tenms of the Act

{ Annaxure 1A Emergancy Care Provider (Paramedic);
- Annexurs 1B: ' Emergency Care E’mvz@er (Emargency Care
Practitioner);
Annexure 1G - Basic Ambulancs Assistant
Annesre 101 - Ambulance Emergency Assistant
Annaxure 1E: Emergency Care Techniclan
Apnexure 1F; Ermergency Care Assistant
) Annexure 20 Dental Therapist;

(i)  Annexure 3 Optometrist.
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{iv) Annexure 4. Podiatrist

Albendazoie, .
a. when intendead for the treatment of Intestinal parasite's, a3 a single oral dose: (B4)

b, exoeo’t when intendad and registered as ar anthelmintic in terms of the provisions of

&,

&.

the Ferilizers, Farm Fesds, Agricuitural Remedies and Stock Remedies Act, 1947 (Act
38 of 1947), ' '

[Cetirizine]

Diclofenas,

When infended for the émerge:ncy treatment of acute gout attacks, subject to a
maximum daily dose of 180 mg fora maximum treatment period of 3 days; (83)

when intended for human use 6th in the treatment of fever or mild to moderate
péain of inflammatory ofigin, gr_for the freatment of pmst«traumatic_&onﬁitipnsg

' :subject to g maximum dally dose of 78 mg for & maximum treatment -;Jﬁﬁ(}d of &

days; .
éx‘&&pt when Intended for application to the skin and containing 1 % m/m or less
of diclofenac subject to a maximum pack size of B0 grams; {80}

except when intended for appticatiﬂn' to the skin .and containing more than 1 %
mim of diclofenac; (81)

excapt when intended for veter‘iﬁary use. (83)

Esormeprazole when Indicated for the femporary, shortterm relief of heartbum and
hyperacidity subject 1o; | o '

ay amaximum daily dose of 20 roilligrams

by a maximun treatment period of 14 days. (84)
tbuprofan, ‘

a. when contained In oral medicinal preparations, Intended for human use only in

combination with one or more other active iherapeutio substances and intended
for the treatment of mild to moderate pain or fever of inflammatory origin for 8
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maximum treatment period of 10 days where the recommendad daily dose of
ibuprofen in the case of adults does not excaed 1,2 grams and in children over
the age of 1 year and up to and including the age of 12 years does not exceed
20 milligrams per kilogrz—am of body weight, {(53) '

b. when contained in oral madicinal preparations, Intended for human use only as
the only active therapeutic substance in oral liquid preparations in packs not
gxceading 100 millilitres In volurme or In oral solid preparatio'ng in packs exceeding -
24 dosage units or divided doses, wher intended for adults and children over the
age of 1 year; for thfe treatment of mild to moderate pain of inflammatory origin
for a maximum freatment period bﬁf 10 days, or fgr the treafment of fever of
Inflammatory origin or for the tr@étment of posttraumaiic conditions where the
recormnmendad daily dose of ibuprofen for adults doas not exceod 1,2 grams and .
for children ever'the age of 1 year and up to and 'inaiud%'ﬁg the age of 12 years

. does not exteed 20 mﬂi;grams par klogram of i:aody weight; (81, 83)

e for the emergancy treatm@n‘t of acute gmxf attacks for a masdmum reatment
period of 5 days; (83)

d. except when contained In preparations intended for application to the skin,

- centaining 8 % mfm or less of Ibapmfen; {50, 81) .
e. except when contained in fransdermal patches contairning 200ma of tbuprofen -
- perpatch orlass, and indicated for use by patients aged 16 years and.afdav $1y

f. except whan contained in oral medicinal preparations supplied in a solid dose
form as divided doses contalned in packs not exceeding 24 dosage units or
divided dosas and cmmtaiﬁing Ihupraien as the only active therapeutic substance,
intended for the treatment of mild o moderate paln or fever of inﬁammat{}fy origin
or for the treatment of pesttraumatic conditions I adults and .c:hfidfren over 12
years of Qge where the recommeanded daily dosa of ibuprofen in the case of aduits
dows not exceed 1,2 grams and in children 12 years amd older does not exceed
20 milligrams per kilagram of bady welght; (81}

g m&:@pt whaen intended for the freatment of haemodynarmically significant patant
ductus az‘tamsua in infanis less than 34 weeks of gestational age; (34)
h. axcapt when intended for mterinary use, (83)
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[Levocetirizine]
 Piroxican,

a, when int@nded for the amaergency treatment of acufe géut aftacks, for a maximum
treaimant pericd of 5 days; (83)
b, whan intendad for the treatmant of mild fo moderate pain or fever of inflammatory
origin or for the &eatmeﬁt of posttraumatic conditions, for a maximurm treatment
period of 5 days; (53) |
¢. excent when infended for veteringry use (83)

—~ END SCHEDULE 2 -
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SCHEDULE 3

a.  Alisubstances referred to in this Schedule are excluded when spetifically packed,
labelled, sold and used for—
| (N < industrial  purposes  including the ‘manufacture or compounding of
consumar items or products which have no pharmacoiogical action or
‘medicingl purpose; and
{(iy  analylical inboratory purposes. _

b. Al preparations of substances or mixtures of such substames containing or
purporting to contain any substance referrad to in this Smhedute and includes the
following:

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

' and ssters is possible; and
gy  all prepamﬁé‘ns and mixtures of such substances whare such preparations
o and mixtures are-not expmssiy axchded. | '
¢ Intermsof section 22A(5)(T) of the Act, a practitionar NUISe OF 8 PBrson regtstared-
- under the Health }?mfessimns Act, 1974 (Act 56 of 1974) other than a medical
' practitioner or dentist may prescribe and supply, anly w&tﬁinlhiﬁfhar scope of
practice and subjest to the indication for use of such substances and medicines
and to the conditions determined iﬁy the Autharity, fo patients under his/her care,
the Bchedule 3 substances and medicines provided for in the Annexures to this
Scheduls published in the Gazette In torms of the Act.

{h  Annexurs 1A Emergency Care Provider (Paramedic);

(i)  Annexure 15 Etnergency Care Provider (‘Emérge_ncy Care
| F’rami‘tienerj_;‘

(iiiy Annexure 2: Dental Therapist;

vy  Anneurg 3 : Optometrist.

(v}  Annexure 4 Podiatrist

Carbimezole

lavidipine
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 Diclofenac,

a. except when intendead for application to the skin ard containing 1 % mim or less
of diclofeniac subject tv a roaximum pack size of 50 grams; (80}

b. except when intended for application to the skin and containing more than 1 %
. mimof dic:lofénac: (31')

c. except when intended for the amergancy treatment of acute gout attacks, subject .
o a maximum dally dose of 180 my for a maximum freatment period of 3 days;
($2) |

d. except when intended for human use only in the treatment f;}f'fgver or mild to
moderate pain of inflammatory origin,_or for the freatment of pust-traumatic
gonditions subjlect to a més_x‘imum daily dose ot 75 mg for a maximum treatment
period of 5 days. (82) . '

thuprofen except: ' . . 7

a. when centained i preparations intended for éppiiaaﬂon to the skin, cortaining §
% m/rm or less of ibuprofen; (80, &3:1}‘ ‘

k. when contained In transdermal patchies containing 200mg of ibuprofen per pateh ,

 orless, and iﬁgiaated for use by ga;iéngs aged 18 years and glder (81)

- ¢ when mniainedr in Gfél medicinal preparations supplied in a solid dose form as
divided doses contained in packs not exceeding 24 dosage units or divided doses
arid containing tbuprofen as the only active therapeutic substance, Infended for
the treatment 5%‘ aild o moderate pain or fover of iﬁ'ﬂammaﬁoﬁr origin or for the
treatment of postdraumatic conditions in adults and children aver 12 years of age
where the regommended daily doss of buprofen in the case of adults does not
exceed 1,2 gra-m's and in children 12 years and older does not exceed 20
n’iiﬂigmms per kilogram of body weight; (81)

d. when contained in oral medicinal preparations intended for human use only, in

combination with one or more other active therapeutic substances and Intended

- for the treatment of mild to moderate pain or fever of inflammatary origin for a

maximum treatment period of 10 days where the recommendad dally dose of
ibupiﬁf@n in the case of adults does not-excead 1,2 grams and in chifdren overthe
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Behedule 3

ag@ of 1 year and up to and including the age of 12 vaars does not exceed 20
milligrams per kilogram of body weight; (82)

s, when contained In oral medicinal preparations, Intended for human use only, as
the only active therapeutic substance in oral liquid preparations in packs not
exceed%ng 100 millifitres In volume or in oral solid preparations in packs exceading -
24 dosage units or divided doses, when intended for adulls and children over the
age of 1 yéar; for the treatment of mild to moderate pain of inflarmmatory origin for
a maximum treaiment period of 10.days, or for the treafman’t of fever of
inﬂah‘imatory origin or for the treatment of -past&traumaﬁc conditions whera. the
recommended deily dose of tbuprofen for adults does not excead 1,2 grams and
for children over the age of 1 ysar and up to and Including the age of 12 vears
does not excead 20 miiiig‘rams per kilogram of body weight; (82)

f. forthe emergency treatment of acute gout attacks for a maximum treatment period

. of 5days; (32) ' | |
- g. when intended for the treatment of hasmodynamically signifisﬁ:anf patent c_!ur;t‘am
arteriosus In infants less than 34 weeks of gestational age {84).
msuim Lzsgm
Piroxlcain, ' except:
a, when intended ‘for the emergeﬁeg tfg@’gmen; of acute gag‘t altacks, for a
aximum treatment geriod of § days; and :
b, when meﬁdad for the treatment of mid o madérate pain_or fever of
inflamrpatory - oriain. or_for the. ireatment of post-raumatic conditions, for &
maximum treatment period of 5 days. (32) ‘

Trifarotene

- END SCHEDULE 3 -
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 SCHEDULE 4

All substances referred to inthis Schedule are excluded when specifically packed,
iabelled, sold and used for — ' '
(I}~ industrial purposes Including the manufacture or commpounding of
' consumer ftems or products which have no pharmacological action or
medicinal purpose; and '
{iH) analytical laboratory ;}urposes
All praparations of substances or mixtures of such sgbs’ﬁanms contalning or

" purparting to contain any substance referred to i th:s Schedule and Includes the
Tollowing:

(il The salts and esters of such substames, where. ma axistence of such sait
. and esters is possible; and

gy al prep&ratlnﬂs and m;xtur@& of such substances where suah preparations '

anid mixtures are ot expressly excluded.

in terms of section ZZA(ﬁ}(f) of the Agt, a practitioner, nurse or a person reglstered
urider the Health Prafassimns Act, 1974 (Act 86 of 1974) other than & medical
practitioner or dentist may prescribe and supply, only within histher scope of
practice and subject to the .iﬂdlﬁaﬁon.far use of such substances and medicines
and to the conditions determined by the Authority, to patients undar histher cara,
the Schadule 4 substances and medicines provided for in the Annexares to this
Schedule published in the Gazette in terms of the Act. :

{0y Annéxure 1A o §m$rgeﬁsy Care Provider (Paramedic);

Annexure 1B Emergency Care Provider (Emergency Care
o Practitioner); '
Annexure 1C: - - Basic Ambulance Assistant
- Annexure 1D Ambulance Emergency Assistant
Annexure 1E: _ Emergency Care Tachnician
 Avnexure 1F: Emergency Care fi's_sistant
'{ii) Annexum 2 . Dental Therapist;

_ () Annexure 3: - Optomatrist.




STAATSKOERANt 2'4 MAART 2023 No. 48358 337

{vy Annexure 5 Oral Hygien%sts

Albendazole, |

a. except when Infended for the treatment of intestinal parasites, as a single oral dose;
(s2) | , |

by, except wh@n"iniendad and registered as an anthelmintic in terms of the provisions of
the Fertilizers, Farm Feeds, Agricultural Remedies and Stock Remedies Act, 1947 (Act
360f1947). | |

Am‘ivantamgb '
Eptinezumab

Esomeprazole, excapt when indigated for the temporary, shortterm relief of heartburn
and hyperacidity, subject to: S :

a) "a maximum dally dose of 20 milligrams

b) a maximum treatment period of 14 days, (82)

@Ig' fitamab

Human C1-ssterase inhibitor

Human von Willebrand 'Factor

ibuprofen

‘&, lbuprofen, when intended for the treatment of a haemodynarmically significant
 palent ductus arterious In infants less than 34 weeks of gestational age; '

h. except when contained in preparations intended for application to the skin; i
containing 8 % m/m or less of ibuprofer; (80, 81)

¢ except when contained in tran_sdermai‘ patches containing 200mg of ibuprofen
per patch or less, and indicated for use by patients aged 16 vears and older (§1)

d. except when contained in oral medicinal preparations supplied In a solid dose
“form as divided doses contained In packs not exceeding 24 dosage units_m
divided dosss and contalning ibuprofen as the only active therapeutic substance, .
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intended for the treatment of mild to moderate. pain or fever of inflammatory arigin
or for the traatment of Qo.s%—traumaﬁc conditions In adults and children over 12
yesrs of age whera the recommended dalfly dose of ibuprofen inthe case of adults
doas ot excesd 1,2 grams and in children 12 years and older does rot exceed
20 milligrams per kifogram of body weight; (813

e, except when contained §ﬁ oral medlcinal preparations intendead for human use
only, in combination with one or more other active therapeutic substances and
intendéed for the treatment of mild to moderate paln or fever of inflammatory origin
for & maximum treatment period of 10 days where the recommended daily dose
of ibuprofen in the case of adults does not exceed 1,2 grams and in children over
the age of 1 year and up to and including the age of 12 years does not exceed
20 milligrams per kilogram of body welght; (52)

£ except when contained in orairmgdicinal praparations, intended for humén use
anly, as the ﬁ:ﬁiy active therapsutic éubsiama in oral liquid preparations in packs
not exceeding 100 mijilitres In velume or in oral solid preparations in packs
exceeding 24 dosage unifs or divided doses, when intended for adults and
children over the age of 1 year, for the treatment of miid to moderate pain of
inflammatory origin for & maximum treatment perlod of 10 days, or for the
treatment of fever of inflammatory i::ﬂgin or for the treatment of post-traumatic
conditiors wherg the recommended daily dese of ibuprofen for adults doss not
exceed 1,2 grams and for children over the age of 1 year and up to aﬁci-imiudihg
the 'eég@ of 12 years does not exceed 20 milligrams per kitogram of body weight;
(82}

' g. except for the emargency freatment of acute gout atiacks Tor a maximum
freatrent periad of § days; (82)

h, except whan intended for veterinary use (83).
lcasapent ethyl
- Latanoprostens

Mosunefuzumab
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Nirmatrelvir
Ponesimod

- Rifapentine

. Tremelmuma

\asopressin

Yericiguat

ANNEXURE 5 ORAL HYG!EN!STS

‘ Oral hvczﬁenzsts reqistered with the Health Professions Cm;gtm of South Africa (HPCSA)
in terms of the Health Professions Act, 1974 (Act 56 of 1974)

| ORAL HYGiEN!S‘T S

LOCAL ANAESTHETIC

Substance _; Lignogaine/Lidocaine hydrachiwride with _6r_without Adrenaline or
Noradrensiine ' '
Indlcation __: Dental surface aaaesthasna {logal anaesthetic)

Route of Administration . anai nigction

LOCAL ANAESTHETIC |

Substance . _Mepivaceine with or without Adrenalins

Indication | . Dental surface anaesthesia (local anaesthetic)

Route of gdmimsgration_' i Local injaction

LOCAL ANAESTHETIC |

Substance ;. Articaine with Adrenafine

[ndication " ; Ef)antgi surface anaesthesia (local anassthetic)

Route of administration . Local f%’}lﬁﬁﬁ‘(}ﬁ

LOCAL ANAESTHETIC | |
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' Substance ' ._Prilocaine with or wihiout Adrenaline
Indication | . Dental surface anaesthesia (local anaesthetic)
 Route of administration ;. Local injection | -

~ END SCHEDULE 4 -
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SCHEDULE 5 AND SPECIFIED SCHEDULE &

a. All preparations or mixiures of such substances containing or purpodrting to contain

substances that is chemically related and inccrpc}ratés a structural fragment info

H:;é structure that is similar to the structure of a listed substance and /or exhibits

. pharmacodynarmic properties similar to the listed substance referred 10 In this
Schedule include the following:

i} The salts and esters of such sub_stances, whare the existence of such
salts and esters is possible; and

iy all prepara-@icans and mixtures of such subsiances where ‘sueh
preparations and mixtures are not expressly excluded,

('il?) all horiotogues of listed substances (being any chemically related
substances that incorporate a structural fragment into their structures
{hat is similar to the structure of a listed substance andior exhibit
p‘haﬁnacmdynarﬂic pm‘mer&i&é similar to the listed substance in the
schedules), uniess listed separately inthe Scheduie&.

b. Interms of Section 22A(BX(1T) of the Act, & pract%’[idnen nurse or 8 person registered
under the Health Professions Act, 1974, other than a medical practitioner or-
dentist, may prescribe and apply, only within histher scope of practice and subject
to the indication for use of such substances and medicines and to the conditions

' -&aﬁeﬁn!md by the Medicines Control Councl, to patients under his/her care, the

Schedusa 5 and Speciiied Schedule & substances and medicines provided for in

the Annexures to this Schedule published in the Gazette In terms of théﬁ%&;’z.

(Y  Annexuwre 1A Emergency Care Provider (?aramadlc};
Annexure 18: Emergency Care Provider (Emergancy Care Praclitioner).

Annexure 1B Emergency Care Techniclan
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o Sp@ciﬂed Schedule & substancess fisted in this schedule are subject to additional
control in terms of section 22A of the Act as required under the provisions of the
1971 Convention o Psychotropic Substances and are danoted by **

~ END SCHEDULE 6~
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SCHEDILES

a. 'AH. preparations or mixtures of such substances containing or purporting to
eontain substances that s aham’icaiiy related and Incorporates a structural
fragment into its structure that is simitar fo the striicture of a listed substance and
Jor exhibits pharmacodynamic properties similar to the listed substance referred
o in this Schedule include the following (unless expressly excluded or unless
fisted in another Schedule), '
(N 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 wall as' the Isamers of such esters and ethers, where the existence
of isomers of such esters or athers s possible;
(i - fha salts of such substances and of the isomers refeméd toin{d), 88 wéii
as the salts of the ssters, ethers and lsomers referred to in (i), where the
: @xistence of such salts Is possible;
{ivy the isomers of any of the salls referred to in {ift}, where the existence of
~ such jsomers is possible; '
(v) @l praparations and mixtures of any of the abt}ve
(W) - all homologues of fisted substances (being any chem! al!y retatad
substances that Incorporats a structural fragment into their structures that
s similar to the stucture of a listed substance andlor exhibit
pharmacodynamic properties  similar to the | listed substance in the
schedules), uness listed separately in the Schedules.

b. Iy terms of Section 22A(BYT) of the‘ Act, & practitioner, nursé or a person
r@gmm unider the Haaltifz F”rofesaiéns Act, 1974, other than a medical
practitioner or dentist, may presa%lb@ and supply, only within his/her scope of
practice and Sijeqt fo the Indication for use of such substances and medicines
and to the conditions éietermin@d by the Medicines Control Councll, 1o patients
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under his/ber carg, the '8cheéuie 6 substances and medicines provided for in tha
Annexures fo this Schedule published in the Gazeffe in terms of the Act.

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

Practitionsr).

~ END SCHEDULE 6




STAATSKOERANT, 24 MAART 2023

SCHEDULE 7

All preparations or mixture of such substances containing or hurpo'rting to contain
substances referred to In'this Schedule includa the following {unless expressly excluded

or unless listed In another Schedule):

(®

M)

(i)

)

v
{v))

These Schedulés as amended come into aperati‘dn on the date of publication in the
Government Gazefle. : . -

£

tha isomers of such substances, whers the existence of such isomers
is possible within the chemical designation;

the esters and ‘athears of such substances and of tﬁe isomers referred

e in (1), as well as the isomers of such esters and ethers, where the

axistence of isomers of such esters, or ethers is possible;

the salte of such substances and of the Isomers referred to in (i), ag

‘well as ihe salts of the esiars, ethers and isomers referred to in (i),

whers the existence of such salts Is possible;

the lsomers of any of the salls referred to in (iil), where the existence
of such isomers is possible; . |

all preparations and mixtures of any of the-above.

all homologues of fisted substances (being any chemically related
substances that iném_rpmatg a structural fragment into thelr structures
that is similar to the structure of a listed substance andior exhibit
pharmacodynamic prt}pertiés simiflar to the listed substance in the
_schédutes}, unless listed separately in the Schedulss.

- END SCHEDULE 7 ~
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