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DRUGS CONTROL ACT, !965.
The Drugs Control Council, established in terms of

section 2 of the Drugs Control Act, 1965 (Act No. IOI
of 1965), under the powers conferred upon it by section
35 (1) of the said Act, has made the following regulations:

Definitions.
1. Unless the context otherwise indicates the expression

"the Act" means the Drugs Control Act, 1965 (Act No.
101 of 1965), and any expressions which arc defined in the
Act shall have the same meanings as in the Act, and
further-
"applicant " means the person by or on whose behalf

application for registration of a drug is made;
"manufacture" means make, compound, process and,

except in regulation 8 (4) and schedule MBR 1 and the
annexures thereto, also pack, and manufacturer and manu
facturing process have corresponding meanings;

"working· formula", in relation to a drug, means the
particulars in respect of such drug furnished in anncxure
1 of MBR I in the schedule hereto;

" batch ", in relation to any drug. means a particular
quantity of the drug which has homogeneous properties;

" batch number" means the number or other cypher
allocated to a drug by the manufacturer thereof from which
1t is possible to determine the complete manufactunng
process or the drug and the origin of all the raw materials
used in the manufacture of any specific package of such
drug;
"expiry date", in relation to any batch of a drug. means

the date up to which a drug in that batch will retain the
strength and other properties which are mentioned on the
label and which must be stated on the label by the
applicant in relation to every package containing drugs or
that batch of which the strength or any other property
can change after elapse of time and, the date after which
the drug shall not be sold to the public:

"outer label", in relation to any drug, means a label as
prescribed by the Act which is affixed to a carton, wrapper
or package in which the immediate container of a drug
1s packed:
" package insert " means a pamphlet on which is printed

the particulars as prescribed in r::gulauon 11:
A-22278

DEPARTEMENT VAN GESONDHEID.
No. R. 2025 (Republ iek).] [I5 Des&ember 1967.

WET OP DIE BEHEER VAN MEDISYNE, I 955.
Onderstaande regulasies word hierby kragtens artikel

35 van die Wet op die Beheer van Medisyne, 1965 (Wet
No. 101 van 1965), afgekondig deur die Medisyne-beheer
raad soos by artikel 2 van genoemde Wet ingcstcl: -

Definisies.
1. Tcnsy uit die samchang anders blyk, beteken die

uitdrukking • die Wet" die Wet op die Debeer van
Medisyne. 1965 (Wet No. 10I van 1965), en het elke
uitdrukking waaraan in daardic Wet 'n betekenis toe
geskryf is, die betekenis aldus daaraan toegeskryf, en
beteken
" applikant" die persoon deur of ten bchoewc van wie

aansock om die rcgis1rasic van 'n medisyne gedoen word;
, vervaardig " maak, berei, verwerk en, behalwe in

rcgulasie 8 (4)en bylac MBR I en die aanhangsels daar
van, ook verpak, en het vervaardiger en vervaardigings•
proses ooreenstemmende bet:kenisse;
• bereidingsvoorskrif " met bctrckking tot 'n medisyne,

die bcsondcrhcde in vcrband met sodanigc medisync ver
skaf in aunhangscl I van vorm MDR 1 in die bylae hier
van:

,, lot" met bctrckking tot 'n medisyne, 'n bepaalde
hoeveelheid van die medisyne waarvan die ecienskappe
eenvormg Is;

.. lotnommcr" 'n nommcr of ander letterteken toegeken
aan 'n medisync dcur die vervaardiger daarvan, met
behulp waarvan die volledige vervaardigingsproses van
die mcdisyne in enige bepaalde pakket van sodanige
medisyne en die oorsprong van alle grondstowwe wat in
die vervaardigingsproses gebruik is, nagcgaan kan word;
, verstrykingsdatum " met betrekking tot enigc lot van

'n medisyne, die datum tot wannecr die medisyne in
daardie lot die stcrkte en ander eienskappe aangecdui op
die etiket sal behou en wat deur die applikant op die
etiket aangedui moet word met bctrckking tot elke pakket
bevattende medisyne van daardic lot waarvan die sterkte
of enige ander eienskap met vcrloop van tyd kan
verander, en die datum waarna die medisyne nie meer
aan die publick vcrkoop mag word nie;
, buite-etiket " met betrekking tot 'n medisyne, 'n

etiket soos in die Wet omskryf en geheg aan 'n karto,
omslag of pakkcl waarin die onmiddellike houer van 'n
medisyne verpak is;

.. voubiljet" 'n pamflet waarop die besonderhede voor
gcskryf in rc;ulasie 11 gcdruk is;
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"business address ", in relation to a business which is
carried on in the Republic or in the Territory. means the
full address of the premises where that business is carried

"i3try of origin ". in relation to a drug. means the
country where the basic research in connection with the
manufacture o( the particular drug was undertaken.

Application for Registration of a Drug.
2. Application for registration of a drug may be made

by
(a) a registered chemist and druggist; or
(b) a body corporate which carries on the business as

a chemist and druggist in terms of section 76 of the
Medical. Dental and Pharmacy Act (Act No. 13 of
1928). or a person authorised by such a body to apply
on its behalf; or

(c) in the case of a drug which is manufactured by a
person who is the holder of a permit issued under the
provisions of section 37 of the Medical, Dental and
Pharmacy Act, that person.
3. Every application for registration of a drug shall be

submitted in sextuplicate on the prescribed form, MBR I
detailed in the schedule and annexures thereto together
with the prescribed registration fee to the Registrar of
Drugs, Private Bag 88, Pretoria.
Note.-Litcraturc in support of the application for

registration may be submitted in single copy. If required
by the Council, more copies shall be made available.

The Classification of Drugs.
4. For the purpose of registration all drugs shall be

divided into the following two basic categories:-
(a) Category A.-Drugs which are, without further

manipulation, ready for administration, including packaged
preparations where only a vehicle is added to the effective
drug or drugs;

(b) Category B.Drugs which can not normally be
administered without further manipulation,

5. Both categories A and B shall for the same purpose
be further subdivided into the following classification
based on their principal pharmacological purpose or thera
peutic effect:

Pharmacological Classification.
• Central Nervous System Stimulants.
I.I. Central analeptics.
1.2. Psycho-analeptics (antidepressants).
1.3, Special antidepressant combinations.
1.4. Respiratory stimulants.
1.5 . Hallucinogenic drugs.
2. Central Nervous System Depressants.
2.1. Anaesthetics.
2.2. Sedatives, hypnotics.
2.3. Barbiturates.
2.4. Non-barbiturates.
2.5, Anticonvulsants, including anti-epileptics.
2.6. Tranquilizers.
2.6.1. Phenothiazines and derivatives.
2.6.2. Rauwolfia: alkaloids and combinations.
2.6.3. D1phcnylmcthanc and its derivatives.
2.6.4. Alkyldiols and their derivatives.
2.6.5. Miscellaneous structure.
2.7, Narcotic analgesics.
2.8. Non-narcotic analgesics, antipyretics.
2.9. Special analgesic combinations.
2.10. Centrally-active muscle relaxants.
3. Connective Tissue Drugs.
3.1. Antirheumatics (anti-inflammatory agents).
3.2. Non-hormonal preparations.
3.3. Antigout preparations.
3.4 . Combinations with corticosteroids.
4. Local Anaesthetics.
5. Drugs affecting Autonomic Functions.
5.1. Adrenomimctics (sympathicomimetics).
5.2. Adrenolytics (sympathicolytics).
5.3. Cholinomimetics (cbolincrgics).
5.4. Cholinolytics (anticholinergics).

,, sakeadres " met betrekking tot 'n besigheid wat in die
Republiek of in die Gebied gedryf word, die volledige
adres van die perseel waar daardie besigheid gedryf word;

,. land van herkoms " met betrekking tot 'n medisyne,
die land waar die basiese navorsing in verband met die
vervaardiging van die medisyne ondemeem is.
ansoek om Registrasic van 'n Medisyne.

2. Aansoek om die registrasie van 'n medisyne kan
gedoen word dcur-

(a) 'n geregistreerde apteker; of
(b) 'n regspersoon wat as apteker handel dryf

kragtens art ikel 76 van die Wet op Geneeshere,
Tandartse en Aptekers (Wet No 13 van 1928), of iemand
wat deur so 'n regspersoon gemagtig is om namens hom
aansoek te doen; of

(c ) in die geval van 'n medisyne vervaardig deur '
persoon wat beskik oor 'n permit uitgereik kragtens die
bepalings van artikel 37 van die Wet op Geneeshere,
Tandartsc en Aptekers, daardie persoon.
3. Elke aansoek om registrasie van 'n medisyne moet in

sesvoud op die voorgeskrewe vorm MBR I uiteengesit in
die bylae hiervan en die aanhangsels van daardic bylae
saam met die voorgeskrewe rcgistrasiegeld by die Registra
tcur van Medisyne, Privaatsak 88, Pretoria, ingedien word.
Opmerking.-Van literatuur ter ondersteuning van die

aansoek om registrasie hoef net een eksemplaar ingedien te
word. Indien die Raad daarom vra. moet meer eksemplare
beskikbaar gestel word.

Die K/assifikasie van Medisyne.
4. Vir registrasie moet alle medisyne ingedeel word in

die volgende twee basiese kategoriCC: -
(a) Kategorie A .-Medisyne wat sander verdere ver

werkiog gereed is vir toediening, met inbegrip van ver
pakte preparate waar slegs 'n basis by die effektiewe middel
of middels gevoeg word,

(b) Kategorie B.-Medisyne wat nie normaalweg as
sodanig sonder verdere verwerking gereed is vir toediening
me. .

5. Beide kategorie A en B moet vir dieselfde doel ver
der op grand van hul vernaamste farmakologiese doel ot
terapeutiese effek in die volgende klasse onderverdeel
word:-

Farmakologiese Jndeling.
1. Stimulante vir Sentrale Senuweestelsel.
I.I. Sentralc ana!eptika.

1.2. Psigo-analcptika (wekmiddels).
1.3. Spesiale wekmi ddelsamestellings.
1.4 . Ase:mhalingstimulante.
1.5. Hallusinogene middels.
2. Depressante van Sentrale Senuweestelsel.
2.1. Narkoscmiddels.
2.2. Kalmeermiddels, slaapmidde!s.
2.3. Barbiturate.
2.4. Nie-barbiturate.
2.5. Stuipweermiddels en cpilcpsicwecrmiddcls.
2.6. Bedaarmiddels (berustirogsmiddcls).
2.6.1. Fenotiasiene en derivate.
2.6.2. Rauwolfia: alkaloiede en samcstellings.
2.6.3. Difenielmetaan en derivate daarvan.
2.6.4 . Alkieldiole en derivate daarvan.
2.6.5. Diverse strukture.
2.7, Narkotiese analgetika.
2.8. Nie-narkotiese analgetika, antipiretika (koorsweer-

middcls).
2.9, Spesiale analgetiese samestellings.
2.10. Sent raalwerkende spierverslappers.
3. Bindweefselmiddels.
3.1. Rumatiekmiddcls (anti-inflammatoriese middels).
3.2. Horrnoonvrye middcls.
3.3. Jigmiddels.
3.4. Samestellings bevattende kortikosteroiede (skors

hormone).
4. Plaaslike Anestetika.
5. Middels met uitwerking op Outonome Funksies.
5.1. Adrenomimctika (simpatomimetika).
5.2. Adrenolitika (simpatolitika).
5.3. Cholinomimctika (cbolinergicse middels).
5.4. Cholinolitika (anticholincrgiese middels).
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5.4.1. Anti-Parkinsonism preparations.
5.4.2. General. ·
5.5. Ganglion blockers.
5.6. Histamine.
5.7. Antihistaminics, anti-emetics and antivertigo pre-

parations.
5.7.1. Antihistaminics.
5.7.2. Anti-emetics and antivcrtigo preparations.
5.8. Preparations for the common cold including nasal

decongestants and antihistaminics. ·
5.9. 5-Hydroxytryptamine (serotonin).
5.10. Serotonin antagonists.
6. Cardiac Drugs.
6.1. Cardiac stimulants.
6.2. Cardiac depressants.
6.3. Cardiac glycosides.
7. Vascular Drugs.
7.1. Vasodilators, hypotensive drugs.
7.1.l. Rauwolfia and combinations.
7.1.2. Rauwolfia: diuretic combinations.
7 .1.3. Other hyptensives.
7.1.4. Vascdilators-coronary and other drugs used in

angina pectoris.
7.1.5. Vasodilators-peripheral.
7,,.2. Vasoconstrictors. presser drugs.
7.3. Migraine preparations.
7.4. Lipotropic agents.
7.5. Serum-cholesterol reducers.

8. Drugs acting on Blood and Haemopoietic System.
8.1. Coagulants. hacmostatics.
8.2. Anticoagulants.
8.3. Erythropoietics (haematinics).
8.4. Plasma expanders.
9. Drugs against Alcoholism.
10. Drugs acting 011 Respiratory System.
10.1. Antitussives and expectorants.
l 0.2. Bronchodilators.
10.2.1. Inhalants.
10.2.2. Others.
I1. Drugs acting on Gastro-intestinal Tract.
1 I.I. Digcstants.
11.2. Gastro-intestinal antispasmodics and cholinolytics

(anti-cholinergics).
11.3. Anorexigenics.
11.3.1. Amphetamine preparations.
11.3.2. Others.
l l.4. Antacids.
11 .4.1. Acid neutralisers.
11.4.2. Acid neutralisers with antispasmodics.
11.4.3. Others.
l I .5. Laxatives.
11.6. Lubricants and faecal softeners.
l 1.7. Cholagogucs.
11.8. Suppositories and anal ointments.
11.9. Antidiarrhocals.
11.9.1. Antidiarrhoeals in combination with anti

infective agents.
11.9.2. Others.
11.10. Special combinations.
12. Anthelm:int ics, Bilharzia Drugs, Filaricides, etc.
13. Dermatological Preparations.
13.1. Antiseptics, disinfectants, cleansing agents.
13.1.1. Environmental disinfectants.
13.2. Antiscabies drugs.
13.3. Surface anaesthetics.
13.4. Antipruritics.
13.4.l. Corticosteroids with or wi thout anti-infective

agents.
13.4.2. Others.
13.5. Emollients and protectives.
13.6. Rubcfocients.
13.7. Coun:crirritants.
13.8. Keratolytics.
13.9. Special combinations.

S.4.1. Middels teen Parkinsonisme.
5.4.2. Algemeen.
5.5. Ganglionblokkeermiddels.
5.6. Histamien.
5.7. Antihistaminika, anti-cmctika en antivertigomiddels.
5.7.1. Antihistaminika.
5.7.2. Anti-emetika en antivertigomiddcls.
5.8. Vcrkoucmiddcls, insluitcnde ncusontstoppingsmid-

dels en antihistaminika.
5.9. 5-hidroksitriptamien (serotonicn).
5.10. Serotonin-antagoniste,
6. Hartmiddels.
6.1. Hart.stimu1antc.
6.2. Hartdcprcssante.
6.3. Hartglikosicde.

7. Vaskul&re Middels.
7.1. Vasodilators (vaatverwyders), hipotensiewe middels.,
7.1.1. Rauwollia en samcstcllings.
7.1.2. Rauwolfia: diurcticsc samcstdlings.
7.1.3. Ander hipotensiewe middels.
7.1.4. Koronere vasodilators (kroonvaatverwyd:rs) en

andcr middels vir gcbruik teen angina p.:ctoris.
7. l.5. Pcrifcre vasodilators.
7.2. Vasokonstriktors (vaatvernouers), pressormiddels.
7.3. Migrainc-rniddcls.
7.4. Lipotropiese middels.
7.5. Anti-serumcholesterolmiddels.

8. Middels met uitwerking op Bloed en Hemopoietiese
Srelsel.

8.1. Dlocdstolmiddcls. blocdstclpmiddcls (hcmostllika).
8.2. Anristolmiddcls.
8.3. Eritropoietika.
8.4. Plasma-aanvullers.
9. Ant i-alkoholismemiddels.

10. Middels met uiwerking op Asemhalingstelsel.
10.1. Hoesonderdrukkers en slymmiddels.
I 0.2. Brongodilators.
10.2.1. Inasemmiddels.
10.2.2. Ander.
I1. Middels met uitwerking op Maagdermkanaal.
I I.I. Spysvertcringsmiddcls.
11.2. Maagdermkanaal: spasmoliticsc en cholinolitiese

middels (anticholinergiese middels).
11.3. Eetlusdempers.
11.3.1. Amfetamienpreparate.
11.3 .2. Ander.
11.4 . Tcensure.
11.4.1. Suurncutralisecrders.
11.4.2. Suurncutralisecrdcrs met spasmolitika.
11.4.3. Ander.
11.5. Lakscermiddcls.
11.6. Smeermiddels en ontlastingversagters.
11.7. Galdrywers.
11.8. Sctpillc en anale salwe.
11.9. Diarreemiddels.
l l.9.1. Diarreemiddels in samcstelling met anti-infeksic-

rniddcls.
11.9.2. Ander.
11.10. Bcsondere samcstcllings.
12. Wurm-, Bilharzia- en Filariase-middels.
13.Velpreparate.
13.1. Antisept ika, ontsmettings- en skoonmaakmiddcls.
13.1.1. Omgewingsontsmettingsmiddels.
13.2. Middels teen jeuksiekte.
13.3. Oppervlaktevcrdowingsmiddcls.
13.4. Jeukmildels (antipruritiese midlels).
13.4.1. Kortikosteroiede met of sonder anti-infeksie

middels.
13.4.2. Ander.
13.5. Versa'ende en beskermende middels.
13.6. Hiperem;e veroorsakende middels.
13.7. Teenprikkelmiddels.
13.8. Keratolitika.
13.9. Besondere samestellings.
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13.9.1. Middels teen psoriase.
13.9.2. Swamdoders.
13.10. Beskermingsmiddcls teen straling.
13.11. Melanicninhibitors en -stimuleerders.
13.12. Akriecmiddcls.
14. Wondbehandelingsmiddels,
14.1. Wondontsrnettingsrniddcls.
14.2. Wonddckkings.

15. Oogmiddels (oftalmiese middels).
15.1. Oonrniddcls· met antibiotika en/of sulfonamicde.
15.2. Oo±middels met kortikosteroiede (skorshormone).
15.3. Saiestellings van antibiotika en/of sulfonamiede

en kort ikosteroiede.
15.4. Ander.

16. Oor-, Neus- en Keelmiddels.
16.1. Neusontstoppingsmiddels.
16.2. Oormiddcls. oordruppels.
16.3. Oppcrvlaktevcrdowingsmiddels.
16.4. Neus-, mond- en keelantiseptika.

17. Middds met uitwerking op Spierstelsel.
17.1. Spierverslappers met pcriferiese werking.
17.2. Spieraktiveerders.

18. Middels met uitwerking op Urogenitale Stelsel.
18.1. Diurctika.
18.2. Antidiurctika.
18.3. loonuitruilingsprcparale.
18.4. Urolitolitika.
18.5. Urienweg-antiseptika.
18.6. Vaginale middels.
18.7. Middels vir voorkoming van bevrugting.
18.8. Ovulasicbehcermiddcls.
18.9. Uterusspasmolltika.

19. Oksitosika.
20, Antimikrobiese (chemoterapeutiese) Middels.
20.1. Antibiotika en antibiotiese samestcllings.
20.1,1. BrCC- en mcdiumspektrum•antibiotika.
20.1.2. Penisilliene.
20.1.3. Penisillien-streptomisiensarnestcllings.
20.1.4. Antibiotikum-sulfonamicdsamestellings.
20. 1.5. Strcptomisien en strcptomisicnsamcslcllings.
20.1.6. Plaaslik aanwcndbarc antibiotika.
20.1.7. Swambestrydende antibiotika.
20.2. Nie-antibiotiese midd:ls.
20.2.1. Sulfonamiede.
20.2.2. Swamcloders.
20.2.3. Tubcrkulostatika.
20.2.4. Antileprotika.
20.2.5. Kiemdodcrs.
20.2.6. Middcls teen protosaC.
20.2.7. Spirogcetdoders.
20.2.8. Antivirusmiddels.
21. Hormone en Antihormone, en Hipoglukemie-sluk

middels.
21.1. Insulienprcparate.
21.2. Hipoglukemie-slukmiddels.
21.3. Tiroiedpreparate.

3 zce±...»
21.5.1. KortikosteroTcdc (skorshormonc) en analoga.
21.5.2. Analgetiese samestellings.
21.5.3. Anti-infeksiesamestellings.
21.5.4. Ander samestellings.
21 .6. Anaboliese steroiede.
21.7. Manlike geslagshormone.
21.8. Vroulike gcslagshorrnone.
21.8.1. Estrogcne.
21.8.2. Progestogene met of sondcr cstrogene.
21.9. Andro2ecn-estrogecnsamestcllings.
21.10. TropiCse hormone.
21.11. Hipcrglukemiehormone.
21.12. Hormooninhibitors.

21.1. Insulin preparations.
21.2. Oral hypoglycaemics.
21.3. Thyroid preparations.
21.4. Parathyroid preparations.
21.5. Corticoids.
21.5.1. Cortical s.eroids and analogues.
21.5.2. Analgesic combinations.
21.5.3. Anti-infective combinations.
21.5.4. Other combinations.
21.6. Anabolic steroids.
21.7. Male sex: hormones.
21.8. Female sex hormones.
21.8.1. Oestrogens.
21.8.2. Progcstogens with or without oestrogens.
21.9. Androgen-oestrogen combinations.
21.10. fropic (lrophic) hormones.
21.11. Hyperglycaemic hormones.
21.12. Hormone inhibitors.
4

13.9. l. Preparations for psoriasis.
13.9.2. Fungicides.
13.10. Radiation protectants.
13.11. Melanin inhibitors and stimulants.
13.12. Acne preparations.
14. J'lounds Treatmellf .
14.1. Wound disinfectants.
14.2. Wound dressings.
15. Ophthalmic Preparations.
15.1. Ophthalmic preparations with antibiotics and/or

sulphonamides. ....
15.2. Ophthalmic preparations with cort icoids. .
15.3. Combination antibiotics and/or sulphonamides

and corticoids.
15.4. Orhcrs.
16. Ear. Nose and Throat Preparations.
16.1. Nasal decongestants.
16.2. Aural preparations, car drops.
16.3. Surface anaesthetics. .
16.4. Naso-, bucco-pharyngcal antiscpt1cs.

17. Drugs acting on Muscular System.
17.1. Peripherally-acting muscle relaxants.
17.2. Muscle activators.

18. Drugs acting on Genito-urinary System.
18.1. Diuretics.
18.2. Antidiuretics.
18.3. Ion-exchange preparations.
18.4. Urolitholytics.
18.5. Urinary tract antiseptics.
18 .6 . Vaginal preparations.
18.7. Contraceptive preparations.
18.8. Ovulation controlling agents.
18.9. Uterine antispasmodics.

19. Oxytocics.
20. Antimicrobial (Chemotherapeutic) Agents.
20.1. Antibiotics and antibiotic combinations.
20.1.1. Broad and medium spectrum antibiotics.
20.1.2. Penicillins.
20.1.3. Penicillin-streptomycin combinations.
20.1.4. Antibiotic-sulphonamide combinations.
20.1.5. Streptomycin and combinations.
20.1.6. Topical antibiotics.
20.1.7. Antifungal antibiotics.
20.2. Other than antibiotics.
20.2.1. Sulphonamides.
20.2.2. Fungicides.
20.2.3. Tuberculostatics.
20.2.4. Antilcprotics.
20.2.5. Germicides.
20.2.6. Drugs against protozoa.
20.2.7. Spirochaeticides.
20.2.8. Antiviral agents.

21. Hormones and Ant ihormones, and Oral Hypogly 
caemics.
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22. Vitamins.

22.1. Multivitamins and multivitamins with minerals.
22.1. l. Vitamins for pediatric use.
22.1.2. Vitamins for prenatal use. ·
22.1.3. Vitamins for geriatric use.
22.1.4. Others.
22.1.5. B-complex with vitamin C.
23. Amino-acids.
24. Mineral Substituents, Electrolytes.
25. Special Foods.

· 25.l. Infant foods and other formulae excludino foods
used solely as a substitute for human milk.

0

25.2. Other nutrients.
26. Cytostatic Agents.
27. Chelating Agents (Versenates) as heavy Metal Anti-

dotes. ·

28. Contrast Media.
29. Diagnostic Agents.
30. Biologicals.
31. Enzymatic Preparations.
32. Enzyme Inhibitors.
33. Tonics.
34. Others.
6. The provisions of section 14 (I) of the Act shall

come into operation in terms of section 14 (2) in respect
of drugs in the pharmacological classification 20 of cate
gory A which were available for sale in the Republic or the
Territory immediately prior to the promulgation of these
regulations.

Samples with Application for Registration.
7. An application for registration of a drug shall be

accompanied by-
(a) a sample or the final product in the smallest of

each of the package forms available for sale to the
public or if such product be not yet so available, a
sample in a container in which the applicant intends to
make it available on the market;

(b) samples of all advertising material and package
inserts which may be in draft form listing the basic
information which the applicant intends to use and such
samples of the raw materials as the Council may
request.
Information which shall appear in the Drugs Register.
8. When a drug is registered the following information

shall be written in the drugs register which shall be kept
mn terms of section 13 of the Act: -
(I) The date of application for registration;
(2) the date of registration;
(3) the name and address of the applicant;
(4) the name and address of the manufacturer;
(5) the approved name of the drug;
(6) the trade name of the drug, if any:
(7) the registration number of the drug;
(8) the conditions of registration, if any;
(9 ) the form of preparation of the drug:
(10) the names and quantities of each active ingredient

of the drug per unit;
(11) the country of manufacture of the drug;
(12 ) the classification of the drug in terms of regula

tions 4 and 5;
(13) the number allocated to the application for regis

tration;
(14) the number allocated to the inspection report

referred to in Application Form MBR 1 in the attached
schedule.

22. Vitamiene.
22.1. Multivitami ene en multivitarnicne met minerale,
22.1.1. Vitamicnc vir pediatriese gebruik.
22. 1.2. Vitamiene vir voorgeboortelike gebruik.
22.1.3. Vitamicnc vir geriatriese gebruik.
22. 1.4. Ander.
22.1.5. B-kompleks met vitamien C.
23, Aminosure.
24. Aanvullende Mineraalpreparate, Elektroliete.
25. Spesiale Voedsel.
25.1. Babavoedsel en ander samestellings uitsluitende

voedingsmiddels wat slegs gebruik word as 'n vervang
middel vir moedcrsmelk.

25.2. Ander voedingsmiddels.
26. Sitostatika.
27. Chelaatvormende Middels teen Swaarmetaalvergiftiging.
28. Kontrasmedia.
29. Diagnostiese Hulpmiddels.
30. Biologiese Middels.
31. Ensiempreparate.
32. Ensieminhibitors.
33. Tanika.
34. Ander.
6. Die bepalings van artikc! 14 (I) van die Wet tree

ooreenkomstig artikel 14 (2) in wcrking ten opsigte van
mcdisyne in die farmakologiese klassifkasie 20 van
kategorie A wat onmiddellik voor die afkondiging van
hierdie regulasies in die Republiek of in die G&bid vir
verkoop beskikbaar was.

Monsters saam met Aansoek om Registrasie.
7. 'n Aansoek om registrasic van 'n mcdisync moet vcr

gesel wees van
(a} 'n monster van die finale pro<luk in die kleinste

van elk van die verpakkingsvorms waarin dit vir ver
koop aan die publiek beskikbaar is of indien sodanige
produk nog nie aldus beskikbaar is nic, 'n monster in
'n houer waarin die applikant van voorneme is om die
produk te bemark;

(b) monsters van alle advertensiemateriaal en voubil
jette, of konseptc daarvan bcvattcndc die basiese inlig
ting wat die applikant van voornemte is om te gebruik,
en sodanigc monsters \'t:in die grondstowwe socs dcur
die Raad versoek mag word.

Gegeens wat in die Medisyneregister moet voorkom.
8. Wanneer 'n medisyne geregistreer word, moc:t die

volgende gegewens ingeskryf word in die medisyneregister
wat kragtens artikel 13 van die Wet gehou moet word:

(1) Die datum van aansock om registrasie;
(2) die datum van registrasic:
(3) die naam en adres van die applikant ;
(4) die naam en adres van die vervaardiger;
(5) die gocdgekcurdc naam van die medisyne;
(6) die handelsnaam van die medisyne, indien enige;
(7) die registrasienommer van die mc<lisync:
(8) die voorwaardes waaraan die registrasie onderworpe

gestel is, indien enige;
(9) die bereidingsvorm van die medisyne
(10) die naam en hoeveelheid van elke aktiewe bestand

deel van die medisyne per cenheid;
(11) die land van vervaardiging van die medisyne;
(12) die klassifikasie van die medisyne ooreenkomstig

regulasies 4 en 5;
(13) die nom mer wat toegeken is aan die aansoek om

registrasie;
(14) die nommer wat toegeken is aan die inspeksiever

slag vermcld in registrasievorm MBR I in die bylae hier
van.
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Form of Certificate of Rcgistrariou.
9. The following registration certificate shall be issued

after a drug has b.:.:n registered in terms of secli,:m 15 (4)
of the Act:--

DRUGS CONTROL COUNCIL

REG?STRATION CERTIFICATE.
In terms of !:;CCtion 15 (4) of_1hc Drugs Contro l Aet it is _hereby

crifie! thata drug which contains the following active ingredients)

in the form of prcp:ir:1tion c~
and marketed under he trade name ore,_ _
and manufactured by(',------~------
has been registered under the following conditions p,_ _

:."22%6cs-and the approved nnmc(9) _

have been allo llcd thcrc:o.

Vorm van Registrasiesertifikaat.
9. Onderstaunde registrasiesertifikaat moet uitgcrcik

word nadat 'n medisyne geregistreer is krngtcns :irtikcl
15 (4) van die Wet:

MEDISYNE-DEIIEERRAAD.
REGISTRASIESERTIFIKAAT.

Kragtens artikel 15 (4) van die Wet op die Beheer van Medisyne
word hiermee gesertitiscer dat 'n medisyne wat die volgende aktiewe
bcstandde!c bav:u(1), _

in die bereidingsvorm van (')
en bcm:ir:. ondcr die handclsnaam van (1,- _

2"%.±.«ass#e-

Prctori 19 Registrar of Drugs. Pretoria) Registrateur van Mcdisyne.

1) Active ingredients and quantities per unit.
)Form of preparation.
')Tr:1dc name.
') Name and business address or manufacturer.
~) Conditions subjc::t to which drug: is rc;;istc1d.
') Name and addrc..s of applicant.
y Te allotted registration number in terms of sc-.:iion 15 (6) or
the Act.

(')The .ipprovcd name in terms or section 15 (5) or the Act.

The Labelling of Drugs.
IO . (1) The package in which a drug is sold. shall bear

a label on which is stated in clear and indelible letters
and in both official languages the foilowing informa
tion;--

(a) The name and business address or the applicant in
whose name the drug is registered or in whose name the
application for registration was made;

(b) the requirements, if any, for the method of storage
or other necessary precautions for the preservation of the
drug;

() the panil:u!ars determined by the Council in terms
of section 15 (7) of the Act;

(d) the name and percentage of any bacteriostatic or
bactericidal agent which is added to the drug as a
preservative;

(e) the batch number of the drug;
(f) the expiry date of the drug. where applicable;
(g) where practicable, the dose of the drug.
(h) the quantity of the drug in the package.
(2) In the case or a package of a drug of 5 ml. or less.

it will be adequate tn record 1he inform:ition required by
paragraphs (a), (b), (c) anti (ti) of subrcgulation (I) on the
outer label.

(3) The provisions of paragraphs (a), (c), (D), (e), (g)
and (h) of subrcgulation (I) shall not apply to drugs
dispensed by a chemist and druggist or medical pracii
tioner or dentist if such a drug is labelled with the name
and address of the person or the body corporate by
whom, or on whose behalf, the sale has been effected and
data including the name and quantity of the drug sold,
the name of the person to whom it is sold and the date
of sale are kept by the seller as a record.

(4~ The.Council may authorise at the request and after
consideration of the reasons submitted by the applicant,
any deviation from the regulations with regard to label
ling and package inserts.

Package Inserts.
HI. (1) Each package of a drug shall contain a package

insert on which is pnntcd prominently in both official
languages-

(a) all the informa1ion which shall in terms of
section 18 (I) of the Act, and rcgul:.nions 10 (I) (c ) and
IO (I) (d) appear on labels;

(b) directions for use;
(c ) any necessary warnings concerning the unsafe use

of the drug by children, old people and pregn:mt
women and the possible dangers that may arise from
the prolonged use of the drug or in connection with
the administration of the drug;

(') A!iewe bestanddele en hocveelhede per ccnhcid.
() Breidingsvorm.e) Handclsnanm.
(') Naam en sakcadres van vervaardiger.
( ) Voorwaardes waarondsr mzdisyne geregistrcer is.
() Naam en adres van applikant.
') Die tocgcwcs!! rcsistr:isienom:ner kragtcns artikcl 15 (6) van

die Wet.
(A) Die go;::dgckcurdc naam kr:igtcns artikcl 15 (5) v::m <lie Wet.

- Die Etikettering van edisyne.
IO. (l) Die pakkct waarin 'n mcdisyne vcrkoop word,

moct voorsicn wees van 'n etiket waarop in duidclike en
onuilwisbare letters in beide amptelike tale die volgcnde
besonderhede vermeld word:

(a) Die naam en sakcadres van die applikant op wie
sc naam die mcdisync gcregistrcer is of in wfo sc naam
aansock om registrasie gcdoen is;

(b) die vcreistes, indien cnigc, b::::trefJen<lc die metode
van opberging of ander voorsorgmaatrci!ls wat nodig is
vir die prcscrvcring van die medisyne;

(c) die besonderhede kraglens arlikel 15 (7) van die Wet
dcur die Raad bcpaal;

(d) die naam en pcrsentasie van cnige bakteriostaticse
of bakteriedodende middel wat as prcservcermiddcl by die
mcdisyne gevocg word;

(e) die lotnommcr van die medisync;
() die vcrstrykiugsdatum van die medisyne, waar van

toepassing;
(g) waar prakties moontl ik, die dosis van die mcdisync;
(h) die hocvcelheid van die medisyne in die pakkct.
(2) In die geval van 'n verpakking van medisyne van 5

ml. en minder is <lit voldocndc om die gegewens vcrcis by
paragrawe (a), (b). (c ) en (d) van subregulasie I op 'n
builc-ctiket aan tc bring.

(3) Die bcpalings van paragrawc (a). (c), (d). (e), (g) en
(h) van subrcgulasic 1. is nie ten opsigte van medisync
toebcrci deur 'n aptekcr, genceshcer of tandarts. van toe
passing nie as diC mcdisyne van 'n etikct bcvattendc die
naam en adres van die pcrsoon of regspersoon dcur of
namens wie die verkoop plaasgevind het, voorsien is en
gegewens, insluitende die naam en hoevcclhe1d vai:i d1_c
medisync vcrkoop, die naam van die persoon aan wie dit
vcrkoop is en die datum van verkoop, deur die verkopcr
vir rekorddocleindes gchou word.

(4) Die R~ad kan op vcrsock van 'n applikant en na
oorweging van die redes wat deur die ::i.ppli1:ant vcrstrck
is, enige afwyking van die rcgulasies met bctrckking: tot
etikettering en voubiljcttc goedkcur.

Voubiljette.
l 1. (I) Elke medisyncpakkct moct ·n :ioubiljct inh0

waarop in promni7ente letters in beide amptel ike tale gedruk
is-

() alle gegewens wat ingevolge die bpalings van
artikel 18 (1) v:in die \Vet en regub.sics 10 (I) (c) t:n
IO {I) (d) op etikette moet voorkom;

(b) gcbruiksaanwysings
(c) c:n:gc noods:iaklikc wa:irskuwings in vcrband met

die onveilige gcbrnik van die medisyne deur kinders,
o mense of swanger vrovers. en moontlile gevare ver
bonde aan langdurige gebruik van die medisyne of die
loe<licning van die medisyne;
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(D) a summary of relevant information concerning
the purpose and the beneficial, dctnmcnta), injurious
or other effects of the drug;

(e) all relevant information including particulars in
regard to an ant idote, if known, concerning the treat
ment of a patient in cases where an overdose of the
drug has been administered.
(2) The provisions of subregulation (1) shall not apply

to any drug intended in regulation 10 (3) in respect of
which the provisions of that subregulation are complied
with.

Advertisements.
12. When a drug is advertised orally for the first time

by or on behalf of the applicant to any member of the
medical or dental profession or the pharmaceutical
profession, written information. which shall include at
least the information called for in terms of regulation 11.
shall simultaneously be given to the person to whom the
oral advertisement is directed. and when advertised orally
on subsequent occasions such information shall be avail
able on request.

Composition, Therapeutic Suitability and Effect, Purity,
etc., to which a Drug shall comply.

13. (a) All drugs shall comply with the standard, if
any. laid down in the British Pharmacopoeia or the
British Pharmaceutical Codex as the case may be or with
standards which satisfy the Council.

(b) Every appl icant shall without delay inform the
Council of any departure from the particulars furnished
by him with any application for the registration of n drug
irrespective of whether such alteration is made before or
after such drug was registered.
Particulars which shall be Published in the Government

Gazette in Termsof Section 15 (11) of the Act.
14. The following particulars shall be published in the

Government Gazelle in. terms of section 15 (11) of the
Act:-

(a) The name o[ the drug;
(b) the trade name o[ the drug, if any;
(c) in the case or a mixture of different substances, the

name and quantity of each active ingredient of th_e drug;
(d) the name and business address of the applicant;
(e) the name and business address of the manufacturer

of the drug;
(f) the form of preparation and strength o[ the drug.

Rules relating to the Conduct of Business of the
Drugs Control Council.

15. Except for the provisions about the conducting of
the business of the Council as prescribed in the Act. the
following additional rules shall apply:-

(1) Notices convening ordinary and special meetings of
the Council shall be signed by the Regi strar, and shall
specify the business to be transacted at the meeting. They
shall be sen! by post or by hand lo each member and
issued, in the case or ordinary meetings, at least ten {10)
days before the date for which the meeting is convened.
In the case of special meetings such notice shall be given
as the Chairman may deem sufficient. and. 1r necessary.
given by telegram or telephone. If all members agree, a
specific meeting can be convened at shorter, or without

"2{2,"s son e trams«ta st a mess oder
than that specified in the notice relating thereto, except
matters which the Council shall resolve to deal With as

"%;"4council may adj@um a meeting to ay_day or
hour,but no business shall be transacted at an adjourned
meeting except such as was set out in the notice convening
the meeting of which it is an adjournment, other than
matters which arc brought forward in accordance with the
preceding rule. .

(4) An attendance register shall be kept by tbe Registrar
or all the members attending a meeting.

(D) 'n samevatting van verbandhebbende gegewens
betreffende die doel van gcbruik, die heilsame uitw zrking
en enige skadelike of ndlige of ander uiwerking van
die medisync:

(e) al1c vcrbandhcbbcndc bcsondcrhedc. in.:;!uilcnde
besonderhede van 'n teenmiddel ( indien bekend) vir die
behandeling van 'n pasint in gevalle waar 'n oormnaat
van die medisyne tocgedien is.
(2) Die bepalings van subrcgulasic (I) is nie van toe

passing in die gcval van 'n medisyne waarop in rcgubsie.
10 (3) gcdoel en ten opsigte waarvan aan die vereistes van
daardie subregulasie voldoen word nie.

Advertensies.
12. Wanneer 'n medisyne mondeling vir die ccrstc kc-er

dcur of namens die applikant by 'n lid van die mediese
of tandheelkundige beroep of die farmaseutiese berocp
gcadvcrtcer word, moet skriftelike gegewens, wat ten
minste gegewens insluit soos bepaal in regulasie II, ta
selfdertyd aan die pcrsoon aan wic so<lanigc monddin£_e
advertensie gerig is, oorhandig word en moet solanige
gegewens by daaropvolgende geleenthede wanneer monde
linge advertensie plaasvind, op versoek beskikbaar wees.
Samestelling, Terapeutiese Geskiktheid en Uitwerking,
Suiwerheid, ens., waaraan 'n Medisyne moet voldoen.
13. (a) Alie mcdisync moet voldoen aan die standaarde,

indien enige, bepaal in die British Pharmacopoeia of die
British Pharmaceutical Codex na die geval mag wees. of
aan standaarde wat die Raad bevredig.
(b) Elke applikant meet die Raad sonder versuim ver

wittig van enigc afwyking van die besonderhcde deur hom
verstrek saam met enigc aansock om die registrasie van
'n medisyne, ongeag of sodanige vcrandering bcwerk
stellig is voor of nadat sodanige medisyne geregistreer is.
Besonderhede wat in die Staatskoerant epubliseer moet

word kragrens Artikel 15 (11) l'a/ J die Wet.
14. Die volgcnde bcsonderhcde moct in die Staats

koerant gcpubliscer wore.I kragtens artikd 15 (11) van die
Wet:-

(a) Die naam van die mcdisyne;
(b) die hande1snaam van die mcdisyne, indien enigc;
(c) in die gcval van 'n mcngscl van verskillende stowwe,

die naam en hoevcdhei<l van elke aktiewe bestanddeel van
die medisyne;

(d) die naam en sakeadres van die applikant;
(e) die naam en sakcadres van die vervaardiger van die

mcdisyne;
(J) die bereidingsvorm en stcrktc van die medisyne.

Reglement Betreffende die Verigting van die Sake ran
die Medisyne-beheerraad.

15. Behoudens die Wet se bepalings bctrcffendc die
vcrrigting van die sake van die Raad geld die volgende
bykomende bepalings:

(D) Kennisgewings van gcwonc en buitengcwon~ vcr
gaderings van die Raad meet dcur die Registrateur onder
teken wees en moet die sake vcrmcld wat op die ver
gadering behandel moet word. In die gcval van gewone
vcrgaderings moet hulle minstens tien (10) dae voor die
bcpaalde datum van die vergadering aan elke lid per pos
gestuur of oorhandig word. Vir buitengewone ver-.
gaderings moet sodanige kcnnisgewing geskied as wat deur
die Voorsitter voldoende gcag word, en indien nodig kan
kcnnisgewing per telegram of telefoon geskied. Indien
allc lede tocstem, kan 'n spesifieke vergadering op kortcr
of sander skriftelikc kennisgewing belC word.

(2) Geen antler sake as die in die betrokke kennis.
gewing genoem, mag op 'n vergadering behandel word nie% 3:27' « Rosa. s» wen- +«@

(3) Die Raad kan 'n vergadering tot cnige <lag of uur
verdaag, maar op 'n voortsettingsvergadering mag geen
under sake behandel word nie as die uiteengesit in di
kennisgewing van die vergadering waarvan dit in 'n VOOrtc
setting is, uitgesonderd sake wat voorgebring word soo, i
die voorgaande reel bepaal.
(4) Die Registrateur moet 'n presensielys hou van al d"

lede wat 'n vergadering bywoon. IC

1
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(5) Any member desirous of bringing any matter before
!he Council shall forward in writ ing to the Registrar at
cast 30 days before the date for which a meeting is to be
convened. a written notice of his motion. and the notice
of his motion shall appear in the notice convening the
meeting and shall be considered in consecutive order with
lhc other business to be brought before the Council.

(6) No matter shall be considered unless due notice has
been given in accordance with the preceding rule, unless
permission is obtained from the meeting to bring it forward
as a motion. Should the motion find no seconder, it shall
not be further considered.
(7) The quorum of any committee established under

section 9 (1) (b) of the Act and of the Executive Commit
tee shall consist of the majority of the members of the
relevant committee.

(8) The Registrar shall, when the Council is not sitting,
refer. as far as possible, all matters within the terms of
reference of a committee to such committee, and such
committee shall, if possible, report thereon to the next
meeting of the Council. This rule shall not apply to
matters of ordinary routine or such matters, the principle
of which has already been laid down by regulation or
resolution of the Council.

(9) The rules o[ order laid down herein for the conduct
of ordinary and special meetings of the Council shall
apply, mutatis mutandis, to meetings of committees,

(10) Copies of reports of committees shall, whenever
practicable, be forwarded to each member of the Council
with the notice convening the meeting at which such
reports arc to be considered.

(11) The proceedings of meetings of Ille Council shall
be preserved in the form of typewritten minutes authenti
cated, after confirmation, at the next meeting by the
signature of the Chairman.

(12) (a) The minutes of each meeting of the Council
and the Executive Committee shall contain a resume of
the subject matter dealt with, and such motions and
amendments as have been proposed and adopted or
rejected, with the names of the proposer and seconder, but
without any comment or observation of the members.

(b) The minutes of all meetings of committees of the
Council established under section 9 (I) (b) of the Act
shall contain a resumeof thc subject matter dealt with
and resolutions adopted, but without any comment or
observation of the members.

(13) The Registrar shall forward a copy of the minutes
of each meeting of the Council and of any committee to
all members of the Council as soon as reasonably possible
after themeeting has been held.
(14) The minutes may be taken as read: Provided that

any member may move that a particular minute should
be read with a view to such correction therein or addition
thereto as may be found necessary.
(15) At the opening of each separate sitting of the

Council, opportuni ty shall be given to members to put
questions with regard to the work of the Council, which
questions shall be answered forthwi th. if possible, or if not,
at a later sitt ing by the Chairman or by such office-bearer
or official as the Chairman may direct. No discussion there
on shall be permitted.

(16) The agenda for every meeting of the Council or of
a committee of the Council shall be compiled by the
Registrar in consultation with the Chairman and shall
include the following:--

(a) Confirmation of the minutes of the previous meeting;
(b) matters arising from the minutes of the previous

meeting;
(c) reports of standing committees;
(d) motions;
(e) correspondence;
(D) general.

(5) 'n Lid wat 'n saak aan die Raad wil voorIC, moet
minstens 30 dae voor die datum waarvoor 'n vergadering
belC moet word, 'n skriftelike kennisgewing van Sy voor
stel aan die Registrateur stuur, en die kcnnisgewmg van
sy voorstel moet vcrmeld staan in die kennisgewing van
die vergadering en moct saam met die antler sake wat aan
die Raad voorgcll.! moct word, in die aangeduide volgorde
oorwecg word.

(6) Geen saak mag behandcl word sander behoorlike
kennisgewing ooreenkomstig die voorgaande rel nie, tensy
verlof van die vergadering verkry is om die saak as 'n
mosie in te <lien. As daar geen sekondant vir die mosie
is nie, word dit nie verder behandel nie.

(7) Die meerderhcid van die Icde van 'n komitce wat
kragtens artikel 9 (l l (b) van die Wet saamgestel word en
van die Uitvoerende Komitce, maak 'n kworum van soda
nige komitee uit.

(8) As die Raad nie sit nie, moet die Registratcur, saver
moontlik, alle sake binne die opdrag van 'n komitee na
sodanige komitee verwys, en sodanigc komiteemoet, indien
moontl ik, daaroor verslag docn aan die volgende vergade
ring van die Raad. Hierdie rel is nie van toepassing op
gewone roetine-aangeleenthede of op sake waarvan die
beginsel reeds by rcgulasie of bcsluit van die Raad bepaal
is nie. .

(9) Die reglement van orde soos hierin bepaal vir die
hou van gewonc en buitengewone vergaderings van die
Raad is mutatis mutandis van toepassing op komitcc
vergaderings.

(10) Afskrifte van komiteeverslae moet, waar moontlik,
aan elke lid van die Raad gestuur word saam met die
kennisgewing van die vergadering waarop die verslae
oorwceg moet word.

(I I) Die verrigtings van vergadcrings van die Raad moet
vasgclc word in die vorm van getikte notule, wat op die
volgende vergadering na gocdkeuring deur die Voorsitter
met sy handtekening bekragtig moet word.

(12) (a) Die notule van clke vergadering van die Raad
en van die Uitvocrende Komitce moet 'n opsomming bevat
van die sake wat behandel is en van sodanige mosies en
amendcmente as wat voorgestel en aanvaar of verwerp
is. met vermelding van die name van die voorsteller en
sekondant, maar kommentaar of opmerkings van lede
moet nie vermeld word nie.

(b) Die notule van alle vergaderings van komitees van
die Raad saamgestel kragtens artike l 9 (J) (b) van die Wet
moet 'n opsomming bevat van die sake wat behandel en
besluite wat geneem is maar kommentaar of opmcrkings
van lede moct nie vermelcl word nie.

(13) Die Registrateur moet so spoedig as redelik
moontlik na afloop van 'n vergadering van die Raad of
van 'n komitee 'n afskrif van die notule aan al die lede
van die Raad stuur.
(14) Die notulc kan as gelees beskou word: Met dicn

verstande dat enige lid kan voorstel dat 'n sekere notule
gelees word sodat sodanige verbetering of toevoeging aan
gcbring kan word as wat nodig mag blyk.

(15) By die opening van elke afsonderlike sitting van
die Raad moet geleentheid aan lede van die Raad gegee
word om vrae te stel ten opsigte van die werksaamhede
van die Raad. en die vrae moet dan, indien moontlik,
onmiddellik of so nie, op 'n volgende vergadering beant
woord word deur die Voorsitter of deur sodanige amps
dracr of bcampte as wat die Voorsitter mag gclas. Geen
bespreking word daaroor toegelaat nie.

(16) Die agenda vir elke vergadering van die Raad of
'n komitee van die Raad moet deur die Registrateur in
oorleg met die Voorsitter opgestel word en moet vir elke
vergadering die volgendc items insluit:

(a) Bekragtiging van die notule van die vorige vergade
ring;

(b) sake voortspruitcnd uit die notule van die vorige
vergadering;

(c ) verslaevan vaste komitccs:
(d) mosies;
(e) korrespondensie;
D) algemeen.
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It shall. however, be competent for a member of the
Council to move at a particular meeting that any item
appearing on the agenda for that particular meeting of the
Council be advanced in the agenda. '

(17) All motions and amendments shall, unless otherwise
permitted by the Chairman. be committed to writing and
signed by the mover, and, before they arc spoken to by
other members, shall be read by the Chairman or by the
Registrar under the authority of the Chairman, and
seconded. All formal amendments shall be framed so that
they may be read as independent motions.
An amendment shall be relevant to the motion it is

intended to amend. and shall not alter the original motion
in such a way as to make it virtually a new motion. It
shall be so framed as-

(a) lo add or insert certain words; or
(b) to omit certain words; or
{c) to omit certain words and add or insert others.

(18) No motion or amendment shall be withdrawn after
having been read by the Chairman or by the authority of
the Chairman unless by permission of the Council.

(19) The seconder of a motion or of an amendment may
reserve his speech to any period of the debate.

(20) If an amendment be proposed, it may be followed
by the other amendments, and the last amendment shall
be considered first.

(21) Should every amendment be rejected, the original
motion shall then be put to the vote.

(22) If an amendment be carried, it shall then be
regarded as a substantive motion and as to further amend
ments, in all other respects treated as an original motion.

(23) When a motion is under debate. no further proposal
shall be received except one of the following:

(a) An amendment. namely, "that the motion be
amended as follows:....";

(b) the postponement of the question. namely, "that
the meeting do proceed to the next business";

(c ) the closure, namely, "that the question be not
put";

(d) the adjournment of the debate, namely, "that the
debate on the motion be adjourned ";

(e) the adjournment of the Council. namely, "that the
Council do now adjourn".

(24) When an amendment is under debate, no further
proposal shall be received except one of the following: -

(a) An amendment, namely, "Iha! the motion be
amended as follows: ....";

(b) the closure, namely. "that the question be now
put";

(c) the adjournment of the debate. namely, "that the
debate on the motion be adjourned ";

(d) the adjournm.:nt of the Council, namely, " that the
Council do now adjourn ",

(25) The proposal for the postponement of the question
(which may specify a date for the further consideration
of the question) shall be made and seconded without debate
and may be moved at any lime, even during debate on an
amendment. If the proposal is carried. the question shall
be dropped from the programme of business. lf it is lost.
the debate shal l proceed.

(26) The proposal for the closure shall be made and
seconded without debate and shall be put forthwith. Should
the proposal be carried, the motion or amendment under
debate shall at once be voted on by the Council.

(27) I( the proposal for the adjournment of the debate
is carried, the Coum:il shall pass to the next item on ihc
programme of business and the debate shal l be resumed
at the next ordinary meeting of the Counc1l. The proposer
of the adjournment shall, on the resumption of the debate,
be entitled to speak first.

'n Lid van die Raad is cgter bevoeg om op 'n bepaald:
vergadering voor te stel dat 'n item op die agenda van
daardie bepaalde vergadering van die Raad vor ander
items op die agenda behandelword.
(I7) Alle mosies en .imcndemente meet. tensy anders

dcur die Voorsitt.:r tocg.:-b:i.t, skrifldik en dc.ur die voor
stcller ondcrtcken \\'C.:!S, en voordat anckr k,I:; daaronr
praat, moet hulle deur die Voorsittcr of deur die Registra
teur met toestemming van die Voorsitter voorgelees en
gesekondeer word. Alli! formclc amcndcmcnte -moct so
geformuleer word dat hulle as selfstanl ige mosies voor
gelees kan word.
'n Amcndemcnt meet hctr,.;kking hi! op die mosie wat

die bedo:ling is om te wysig en moet die corsprenklike
mosie nie op so 'n manier wvsig dat dit in wcrklikhcid
'n nuwe mosie word nie, Die amendement moet so
geformulzer word dat--

(a) sekere woorde toe- of inevog word; of
(b ) sckerc woordc WC!! !!Claal word: of
(c) sekere woorde weggelaat en andi.:r woordc toe- of

ingcvoeg word.
(18) Tcnsy die Raad toestem, mag geen mosie of

amcndcmcnt tcruggctrt!k word n:i.dat <lit d..:ur of met die
toestcmmi1H! van die Voorsitter vooruelees is nic.

(19) Die sekondant van 'n mosis of amendement kan
sy toespraak voorbehou tot in enige stadium VJ.n die
besprcking. -

(20) As 'n amendement voorgestel word, kan ander
amendemente daarop volg en kol11 die laaste amendemen
die eerste onder bespreking.

(21) As elke amendement verwerp word, moct die oor
spronklike mosie in stcnuninf gebring word.

(22) As 'n amendement aangeneem word, word dit as
'n scl(standigc mosie bcskou en met betrekking tot v..:rdcrc
amendemenle in alle ander opsigte as 'n oOrspronklikc
mosie bchandcl.

(23) Wanneer 'n mosie onder bespreking is, word geen
ander voorstel togelaat nie, uitgesonderd een van die
volgende:

(a) 'n Amendement nl.. dat die mosie soos volg gewysig
ward: ·;

(b) die uitstel van die saak, nl. .dat die vergxd:ring
oorgaan tot die volgende item op die :ig.:-nda.'';

(c) die be&indiing van die bspreking. nl. dat die saa!
nou in stemming gebring word.";

(d) die verdaging van die bespreking, nl. .,<lat die
bespreking van die mosie verdaag word.";

(c) die verdaging van die Raad, nl. • dat die Raad nou
verdaae word.'

(24) Wanneer 'n amendement onder bespreking is, word
geen ander voorstel toegelaat nie, uitgesonderd een van die
volgende:

(a) 'n Amendement, nl. • cbt dii.: mosie soos volg
gewysig word: •·:

(b) die bc{:indiging van die bespreking. nl. .. <lat die
saak nou in stemming gcbring word.";

(c) die verdaging van <lie bcspn:king. nl. ,. <lat die
bespreking van die mosie nou verdaag word.";

(d) die verdaging van die Raad, nl. ., dat die Raad nou
verdaag word.".

(25) Die voorstel om die saak uit te stel (waarin 'n
datum vir die verdere oorweging van die saak vermeld
kan word), moet ingedien en i:csckondccr word sander
bespreking, en kan te eniger tyd ingedien word selfs gedu
rende die bc5prcking van ·n amcndcmcnt. As die voorstel
aangeneem word. moet die saak orstaan. As die voonstel
nie aangeneem word nic. duur die bcspreking voort.

(26) Die voorstel om die bespreking te be&indig, moet
sonder bespreking ingedien en gesckondt:a word en moet
onmiddcllik in stemming gebring word. As die voorstel
aangeneem word, moct die Raad dadelik oor die mosie
of amendement onder bespreking stem.

(27) As die voorstel vir die verdaging van die bcsprckin:•
aangeneem word, moct die Raad tot die volgende item
op die agenda oorgaan en moet die bespreking hervat
word op die volgende gewone ergadering van die Raad.
Die voorsteller van die verdaging het by hc:rvatting van UL:
bespreking die reg om ecrste te praat.
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(28) If the proposal for the adjournment of the Council (28) As die voorstcl vir die verdaging van die Raad
is proposed and seconded it shall be competent for the gedoen en gesekondeer is, kan die Voorsitter voordat hy
Chairman before putting the question, to take the opinion die saak in stemming bring, die Raad vra of die Raad
of the Council as to whether it shall, before rising, proceed voor die sluiting vandie ve"rgadcring tot die bchandeling
to the tramaciion of unopposed business. van onbestrcdc: sake wil oorgaan.

(29) A motion to rescind a resolution which has been (29) 'n Mosie tot herroeping van 'n bes!uit geneem op
'n vorige vergadering word alleen oorwecg indien kennispassed at a previous meeting shall only be considered if daarvan gegee is ingevolge reel (6). Dit word aangencemnotice thereof has been given in terms of rule (6). It shall indien 'n meerderheid van st:;:rnme ten gunste daarvan is.be passed if a majority of the votes recorded, arc in its 'n Mosie tot herroeping van 'n besluit geneem tydens

favour. 'n sitting van die Raad mag cgter ondanks bostaande
A motion to rescind a resolution which has been passed bcpaling tydcns diesclfde sitting van die Raad oorweeg

during a session of the Council may, however, notwih word, mis skriftelike kennis gegee word dat die aan
standing what is prescribed above, be considered at the geleentheid op die daaropvolgende dag van daardie sitt ing
same session of the Council, provided that written notice oorwcc!! sal word. Dit word allcen aangcnecm md:en
thereof is given that the matter be considered on a twee-derdes van die stemme ten gunste daarvan is.
subsequent day of that session. It shall only be passed if (30) Die Registrateur moet in die notule cnige beslis
two-thirds of the votes recorded are in its favour. sings van die Voorsitter betrcfi'ende 'n vertolking van

(30) The Registrar shall embody in the minutes any hie'r<lie reglcment opncem as 'n lid, wannecr die bcslissing
gegee word, daarom vra.rulings of the Chairman as to the interpretation of these (31) Kennis kan gegee word van 'n mosie om enigerules, if so requested by a member at the time of the ruling. bcslissing van die Voorsitter oor die vertolking van hierdie

(31) Notices of motion may re given to review any ru1ing reglement te hersien, indien ten tye van die beslissing deur
of the Chairman as to the interpretation of these rules, if 'n lid daarom gevra word.

enigeso requested by a member at the time of the ruling. (32) Kennis kan gegee word van 'n mosie om
(32) Notices of motion may be given to review any ruling beslissing van die Voorsitter in hersiening te neem, en met

die gee daarvan word dit geag 'n opdrag aan die Uitof the Chairman, and when given, shall constitute an voerende Komitec te wees om sodanige beslissing te oorinstruction to the Executive Committee to consider and wccg en daaroor aan die Raad verslag te doen, en sodanigereport to the Council on such ruling, and shall be placed kennisgewing moet op die agenda geplaas word.
on the agenda. (33) Die beslissing van die voorsitter van enige komitee

(33) The ruling of the chairman of any committee on a oor 'n punt van orde kan op versoek van enige 2 lede van
point of order may, on the request of any two members die komitec wat aanwesig was op die vergadering waarop
of the committee present at the meeting at which such die beslissing gegce is, in bersiening geneem word deur
ruling was given, be reviewed by the Executive Committee, die Uitvocrnde Komitce, wat, as by dit goedvind, kan
who may, if it thinks fit, direct that such ruling shall be gelas dat sodanige beslissing hcrroep of gewysig word. en
cancelled or amended, and the decision of the Executive die b::slissing van die Uitvoerende Komitee moet nagekom
Committee shall be acted on by the chairman of the com- word deur die voorsitter van die komitee wie se beslissing
mittee whose ruling is called in question unless and until in twyfel getrek is, tensy en totdat dit deur die Raad
reversed by the Council. hcrroep word.

As enige beslissing van die Voorsitter van die Uit
If any ruling of the Chairman of the Executive Commit- voerende Komitee in twyfel getrek word, moet die Voor-

tee is called in question, the Chairman shall vacate the sitter die voorsitterstoel verlaat onderwyl die saak
chair while the matter is under discussion: Provided, how- bespreek word: Met dien verstande dat gcen beslissing
ever, that no ruling can be discussed or reviewed during bespreek of hersien mag word op >n vergadering van die
the meeting of the committee at which it has been given. komitce waarop dit gegee is nie.
(34) If a':{ member dissents from the opinion of the (34) As 'n lid nic met die meerderheid saamstem nie en

majority an wishes to have his dissent recorded, he shall hy sy meningsverskil genotuleer wil he, moet by dit
state so forthwith; such dissent shall then be entered in the dadelik vermeld; sodanige meningsverskil moet dan in
minutes. die notule opgeneem word.

CONFIDENTIAL. VERTROULIK. (VORM MBR !.)
(FORM MBR 1) BYLAE.

SCHEDULE. MEDISYNE-BEHEERRAAD.
DRUGS CONTROL COUNCIL. AANSOEK OM REGISTRASIE VAN 'N MEDISYNE.

APPLICATION FOR REGISTRATION OF A DRUG. [Kragtcns artikel 13 van die Wet op die Behccr van Mcdisync (\Vet
ttn terms ot section 13 of he,P2,,$; Control Act (Act No. 1o1 or No. IOI van 1965).J

Datum
Date

I. Name of appl icant 1, Naam van applikant SLEGS VIR KANTOORGEDRUIK.
Fon OFFICE USE ONLY.

2. Sakcadres van applikant. Datum van registrasie,___
2. Business address of applicant Date or registration

Registration number___ 3. Posadrcs van applikant. Registrasienommer3. Postal address of applicant Classification Klassifikasie
Approved name Telefoonnommer. Gocdgekeurde naamTelephone No,Inspection report No.___ ·4, Goedgckeurde naam van·4, Approved name of drug (if Conditions of registration.. medisyne (indien enigc) lnspcksicvcrsl:lgnommer___

any) Voorwaardes van reg.istrasic:-•s. Trade name or drug (if any) •s. Hnndclsnaam van medisyne
(indien enige)·6, Form of preparation

6, Bereidingsvorm.7, Country oforigin
7. Land van herkoms-8. Name and business address

of manufacturer 8. Naam en sakcadres van ver-
vaardiger

+9. Classification
·9. Klassifkasi

The undersigned hereby declare that al1 the information contained 2"2'27%2%- wee+»berein and in tbe annerures hereto an, correct and true.

Signature of applicant. Handtckening van applikant. -
10
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GENERAL INFORMATION.

Rckrcncc-

·I. Ir the appE:::ant is not a chemist ~\nd dmm;ist or the m:i:.ngins:
director of a body corpor:\\c cntnlcd lo c:ury on the business
uf a chemist nnd druggist, h..: shall quote and prove in wrilinr.
the authority Oil which app!ic.11ion is m:tdc. "

·4. I no approved name has hc~n al\oc::ted to th:: drug by an
appropnalc international body, the name \\hich was, or will be,
submitted for .!pproval, shall be mcnlioncd here.

•5, Attention is drnwn lo scciion I (2) of the Act. Fmthcrmorc,
it shoul<l be noted that drugs which arc not identico.1 in com•
position or strength o.rc no\ 1cganJ;:d as the same drug. Appli
c:ition for r.::gic;tra1ion of c!ru3s or which 011:y the s1rcng1h ,-.1ry,
may be made on the same form.

06. The form of preparation, ie. solutions in water, suspensions,
eye drops, car drops, em11h1ons, ointmcn:._. Sllppositoric-;, tabkts,
capsules, injections, etc., shall be mcntionc,I here.

·9, The c\ns<;ification of the drus as described in regul::!.ticm~ 4 and 5
shall be mcntior.cd here,

ANNEXURE I.

Nam~ of r.pplican'--------------
Name of dru;-"---------------
Form of prepu:!tio"-'----------------
Thc following is a schedule of the ingredi-.::ntc; and qu;:ntilics of

each active and non-active ingr..:dicnt contained in a dosage unit of
the Urug:-

ALG:.MCNE lNLIGTING.
Verwsing

I. Indien die pp!i.ant ri: 'n 2pt!er of die Fzstrerde dirt «eu'
\':ln 'n r:,•<p.:rsoan \\.~t ns o.ptc\.-.tr m.:i:; lnnc!e! ,11; r, i.,; n ;:-,2,R},",gs wasro«es t ssoes ds, sos4 e»

"•1. Indicn g:cn gne,!i,:c:.:cm,k n;1:1m d.:ur •n ,crbm.!>c:-l;,..•nJ~2.$2.4..6.,:33
5 . Die aandig word geestigcpati'el I (2)Andie Wt Vder

EE±EE±EE±±erg#±
waarvan slegs die sterkte verkil, tan cp dieelfde orm geden
word.

G, Die bzreidingsvorm, soos byvoorbeeid cpiossines in water,
suspensies, oodruppels, oozdruppeis, musies, sa!we, tpwe,
tablette, kapsuls, inspuitin;s mot hier vermeld word.

9. Die klassifika:ie van die medisyne sos omskryf in regulsies 4
en 5 mo::i hicr \'ermc!d word.

AANHANGSEL 1.
N:t:im ,·o.n appli!::in,_ _
]am 2m mp[pm72»
Derdlling,;\'otm _

Die \'Olgcndc i~ 'n lys v;m die bi.."'ltant!dck en hoc\c-clln:dl.'. .,.c1n
clkc akticwc en nlc-:i.ktkwcbc:st:imldeel wat die mcdisyne per Jos.:: in_ ,.
cenheid bevat:

Name.

Ingredient.

Approved name
(if ;my).

Quantity. Active or
nun-actin:. 1-loe\'Ccl•

heid. I
Ak>kf of
nic-a.kti.:L

ANNEXURE 2.
Name or app\ican,L-. _
Nameofdru11-, _
Form of preparatio1,i _
The structural formulae and chemical namt::S of the o.ctive insredicnls

arc as follows:-

Names of the active ingredients us in I (1)Chcmic;il I (S)~lructuro.1
annexure 1 (approved or other name). name. lormula.

(1) The chemic:..,! name shall, where poss_iblc, be_ given in terms of
the published list of an appropriate international body.

(1) Reference to the following public,111ons will, where applicable
be acccpt:1ble:-

Dritisb Phamacopoeia, British Ph:i.macculieal Codex, ~harm~•
copcia of the United States, Mer.:k Index, Remington's
Pharmaceutical Sciences, Pharmacopoea Internationalis or
such other works of r..:lcrcncc a.s will be acceptable to the
Council.

/\.NNEXURE 3.
Name of applican,L.. _
Name of dru,g_ _
Form if prcparntio,,,__·-------------
The nature of the packaging materials in ii:ttmediate .cont:ict widt

the drug and the specifications for raw m:.itenals used m lhe m:mu•
focturing process of the drus arc as follows:- •

/\.NNEXURE 4,
Name of appliant: _

::: :; :~•;"-,-,,-,;-on-;:_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-:=_-=
The_ analytic.ii control procedures which are performed on r.i.w

l)lJ!.:rials before they ar.: us::J m the num1f,1cturmg procC'!:s ar.: as
lo!lvws:-•

AANHA1'GSEL 2.
Na:1111 \'o.n ;:.ppli!-.:in,.__ _
N:i::am v.:in mcJisyn«: _
Dc-rcic!ing.svorm_ _
Die struktuurformuks en chcmicsc name \an die akti..:,~e b~:.inLI•

dclc is soos volg.
--:-.-:

Name \'an akti.:=w.: bc,t:.mhk·1~ ~oo~ in~1 {') Chcmiese \(:).Struktuur•
man;",,{{2;";;"ids st rssm. 'iroi&.

(I) Die chemniese naam moet sover moontlik volgens die f!epubli
sccrde lys van 'n verbandhebbende internasionale liggaam
verstrek word.

(l)Vcrwysin;n:1 dlc \'ol:,:endc publik;lSks s:11, w:1ar •tan locpa.-.sinu,
aavaarbtar wces:
Brith,h Ph::i.m:icopoeia, British Pha.m:1ccutical Codex, Pho.rm:t•
copcia of the. United States, Merck Index, Remington's
Pham:1CJ.utic:1I Sciences, Phanucopoc.:i. fntcmation:ili.5 or
o.ndcr n:i.sl:i:inbronnc w::it vir die Ra:1J :inn\'anrb::aar is.

AANHANGSEL J.
N::i:un vo.n applikan,.__ _

N:i::im \'.'.ln mi:dis)''""--' -------------
B~rcidingsvorm _

• Die aard van die verpakkingsmateriaal in direkte kontak met die
medisyne en die spesifikasies vir die frondstowwe wat in die vervaar
digingsproses van die medisyne gebruik word, is soos volg:--

•Alic gronJ<;towwc en verp:ikkir.~matcria:11 moct ,•cnncld word.
Indicn gecn !.pc~ifikasie.i bes:u:111 nk, moet dit n-rrnl.'ld word.

AANI l,\NGSEL 4.
Nn:un van applikan,L-. _
N:mm ,•:in mcdisync, _
Ikrcidings"ornn , _

Di:: ;m:ilities.e kon!rokpro,::durcs l\:l l met grondslowwe \'uor
gebruik in die vervaardigingproses gevolg word, is soos volg:.°

• aar dit van toepassing is, sal verwysings na die publikus.h.,5
genozm in die voetnoot van aanhangel 2, aanvaarbaar wees.

ll
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ANNEXURE 5.
Name of app\ic::m.~------------
Namc of dru"----------------
f-onn of prcp:ir::uio",~-------------
Thc analytical control procedures \\hich arc performed during the

manufacturing process arc as follows:-

ANNEXURE 6.#Form of prcp:iratio-~-------------
Thc analytical control procedures which arc performed on the

final m:rnufacturcd product arc as follows:- •

• Reference to the publications mentioned in the footnote to
annexure 2 will be acceptable.

ANNEXURE 7.

~~~~ ~~ ~~,-g.lica-cn'.:_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_-:::_=
f-'orm of prcparatio,~-------------
Full specifications for the drug and the analytical control proce

dures used to determine lhc compliance with specifications and the
data and reasoning on which the stability of the drug is predicted,
are as follows:

ANNEXURE 8.

ME:"-Form of prcparntionn. _
The classification or the drug in terms or the Medical, Dental and

Pharmacy Act, No. 13 or 1928 is as follows:-

AANHANGSEL 5.

ME:E
Dcreidingsvor.nm_ ~-~--~~-

Die analiticsc kontrolcproscdurcs wa1 gcdurcnde die vervaardigings 
proses gevolg word, is soos volg:-

AANHANGSEL 6.

SE: E:±±
[er@jdjpgsvor..
Die analiticsc kontroleproscdurcs wat op die finale vervaardigde

produk tocgepas word, is soos volg:- •

• Verwy sings na die publikasies genoem in die voetnoot van aan
hangel 2 sal, waar dit van tocp :i.ssing is, ;mnvaarbaar wees.

AANHANGSEL 7.
Naam van applikan~------------
Naam van mcdisyn,"~------------
rt[pfSVOIT
Volledigc spesifikasies vir die medisync en die analiticsc kontrole-

pro sedures wat gebruik word om die nakoming van spesifikasies te
bepaal, en die besondcrhcde en beredenering waarvolgens die stabi
litcit van die mcdisync voorspel is, is soos volg:

AANHANGSEL 8.

ME:EE:
[rjdp6Off»

Oie klassifikasie van die medisyne kragtens die Wet op Genccshcrc,
Tandartse en Aptckers, No. 13 van J92tt, is soos volg:

Poison, Div. I............................... Yes
Poison, Div. II.... . . . . . • . . . . . . . . . . . . . . . . . . . . Yes
Potentially harmful drug (Sixth Schedule)....... Yes
Therapeutic substance........................ Yes
Habit forming drug. . . . . . . . . . . . . . . . . . . . • . . . . . Ycs
Poisonous substance.......................... Yes

• Delcie whichever is inapplicable.

No
No
No
No
No
No

Vcrgif, afd. I. .
Vergif, nfd. II. .
Moontlik nadclige medisyne (bylae vn .
£.%432381.....
Giftigcstor. .

• Skrap wat nic van tocpassing is nie.

Ja
Ja
Ja
Ja
Ja
Ja

Nee
Nee
Nee
Nee
Nee
Nee

ANNEXURE 9.
The drug will be advertised to
(a) the general public;
•(b) the general public through point or sale displays in retail

pharmacies;
(c) the professions .

• Delete whichever is inapplicable.

ANNEXURE 10.

ME:#"-Form or prcparatio-n _

The following report with regard to registration in the country of!".,p,,22' y he satuiors iesnosies or reiserine so5 6t

• tr no such report is available, all relevant particulars with regard#: % %%.:%7%2 sin iii- sic

ANNEXURE lt.•

M3%±..
Form of preparation,~- --:----:-----------

(a) The following arc particulars of the tests perfo rmed on animals
with regard to the safety of the use or the drug with special
reference to the relationship between the tests done and the£%%%%:z/or -. rervi«4·is

(b) The following arc particulars of the tests performed on humans
with regard to the safety of the use of the drug with special
reference to the relationship between the tests done and the
purpose for which the drug is, or will be, propagated and the
mode of action of the drug:-

• With regard to d ru gs which have been available for sale in the
Republic or the Terr itory before promulgation of these regulations"!5,22??"e parieulars stat be supplied only it requested y id

12

AANHANGSEL 9.
Rcklame vir die mcdisyne sal gemaak word by-

4(a) die algemene publick;
(b) die a\gcmenc publiek deur middcl van verk ooppuntuitstal

lings en klcinhandelsaptekc;
(e) die bcrocpc.

• Skrap wat nic van toepassing is nic,

AANHANGSEL IO.

SE:±.5%
pf]dm4SQ[Ile
Die volgende vcrslag: ten opsigtc van registrasie in die land van

herkoms is uitgercik dcur die statutCrc liscnsic- or reg1stras1e-owcrhcid
van die land van hcrkoms van die mcdisyne:

• Indit:n gccn versing bcskikbaar is nie, moct alle vcrbanclhcbbcnde
bcsondcrhcdc vcrstrek word met bctrckking tot die vordering wat
reeds in vcrband met die rcgistrasie van die medisync gemaak is in
die land van hcrkoms.

AANHANGSEL II.'

RE::E3:Bcrcidingsvor"'""m,_ _

(a) Die volgend e is besonderhede van die proewe wat op dicre
uitgevocr is met bctrckking tot die veiligheid van die gebruik
van die mcdisyne, veral met betrekking tot die verband tussen
die uitgevocrde procwe en die docl waarvoor die mcd1s}'nc
gepropageer word of sal word, en die wyse van werk ing van
die mcdisync:-

(b) Die volgende is besonderh cede van die_pr oewe wat op mense
uitgevoer is met betrekking tot die veiligheid van die gebruik
van die medisync, veral met betrckking tot die vcrband tusscn
die uitgevoerde proewe en die doel waarvoor die medisyne
gepro pageer word of sal word, en die wyse van werking van die
mcdisync:-

• Met bctrckking tot mcdisync wat in die Rcrubliek of die Gcbied
vir verkoop bcskikbaar was voor die afkondiging van hicrdie
regulasies, moet bogeme!de besonderhede slegs verskaf word
indien die Raad daarom vra.
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ANNEXURE 12.°
Name or applican._ _

Namcofdru1<---~---------------
_Form of prcpariltio,-n_ _

(a) The following are particulars of the phamacological tests
concerning all aspects of the mclp.bolism with regard to the
drug, which were performed on ummals concerning the cllicacy
of the use of the drug with special reference to the relationship
between the tests and the purpose for which the drug is, or will
be. propagated and with further reference to the dosage and
method of admi,mtrntion of the drug:-

t(b) The following arc pat1iculars of the pharmacological lC'ils
concerning all aspects of the mctaboli5m with regard to the
drug, which were performed on humans concerning !he cOicacy
of the use of th..: drug with special rcrcrcncc to the relationship
between the tc:i\S and the purpose for which the drug is, or will
b::, propagated and with further reference lo the dosage and
method of administration of the drug:-

• With regard 10 drugs which have been available for sale in the
Republic or the Territory before promuli;.Hion or these regub 11on,;.
the above particularsshall be supplied only if requested by the Ccuncil.
t ,\nv known synergistic or mollifying efTccts or lhe drug shall

also be· mentioned here.

ANNEXURE 13.
Namr: of npplican
Nam.: or dru-
Form of preparation

The following is a c.k,crip 1ion of the purpose for which the drug
is prc~~ntcd with rcrcrence 10 the mode of action, side-effects, contra
indic.uions and dosage of the drug for the different age groups:- •

• Wh:re any Synerghtic or modifying effects of the drug nrc known,
it shall also be mentioned here.

ANNEXURE 14.•

R::"
Form of preparation ·

(u) The following nU:tchcd relevant scientific documents with regard
10 the drug an:I the raw materials of the drug have been
published:

(I,) The followin::; arc rcrercnccs to litcrntnre about tl,e drug:-

• With regard to drug.;; which ha\'e been :ivaila_blc for sale in the
R~puhlii: or the Territory before promulgation ol these regulations,
the above particular<; shall be supplied only if requested by the
Council.

ANNEXURE 15.es:±.=
"%7"}"2%"asass vssiris@ s« resins@ rori »
hand to the Rcgistrar:-

1; } ,{ "ti. n« sna he 4sriins ssrst ass rr«st@sa
in regulation 7 (0.

• D..:lc1e whichever is inapplicable.

No _

AANHANGSEL 12.•
Na.am van :ipplikant_ _

Nnnm v,1n mcdic;yn"~---------------
Ilcrcidingsvor-m._ _

(a) Die vclgende is beonderhede van die farmakotogiese proewe
wat alle aspekte van stofwisseling in vcrb:md met die medisyne
dck en op dicrc \lltJ;e\ocr iJ:. mc1 bctrckking 101 clic docltrefTc11d•
heid van die i:ehrnik van die medisyne. era! met bc!rd..king:
tot die vcrba.nd 11:--.c;en die procwe en die dod \,a1r,<1or die
medisyne gep ropageer wordofsal \~Ord. en ,c_nk r m.... : be1r.:kking
lot dre do.sis en wysc ,•an tocdicning ,•an die mcdi,yne:-

t (b ) Die ,•olgende is bcsonderhcdc van die form::ikolo1ii1:,c proc,\c
wat alle aspekte van stofwisseling in verband met die melisne
dck en op mensc ui1gcvocr i.s met bctrd..J,ing tot ,:1..: d,1cl-
1rdTcmlhcid van die gebruik van die medisyne, veral met betrek
king tot die verband tussen die proc\\c en die doel waarvoor

.3".E:.:"%1.3736.2
sync:-

• ?\•kt hetrekking tot medisyne wat in die Rcpuhliek c,r die Gch1cd
vir verkoop beskikbuar was voor die afkondigingvan hierdie regulates
moet bogenoemde besonderhede slegs verskaf word indien de Raad
daarom vra.
t Waar enige ·inergistiese o! modi'zrende uitwerking van die

mcdis:yr:c hci..cml 1s, mo.': diC ook h:cma .,angedui ,,ord.

i\ANH,\NGS[L 13.
Naam van applik:mt _
Naam van mediwn ·
Bereidingsvorm

EE.E±EE#E.EE.EE±±
oudcrdomsgroepc:- •

J\ANI-IAt'-GSEL 14.•

SEE#:
[rj[rs0ff
(l1) Di~ \'Olgendc aangehcglc vcrbandhcbbcnde wetemkaplikc

dokumente het oor die medisyne en die grondstowwe van die
mcdisync vcrskyn:-

(b» Die vo!gendc litcrntuur bet bctrckking op die medisync:- _

±EE#±E±EE±,±+#±;$,%±
die Raad daarom vra.

J\ANIIANGSEL 15.

seep=,===Naam van medisye
Bereidingsvorm -- -
Monsters van die voli.;emk i;; per :;crcgistrec.-rdc pos per hand by

die Registrateur ingedien:--
ta die medisyne;
(b) die voubiljet en I.lie a<l,crten'iicm.1teria:il soos bcpa:11 m rcgu

laie 7 (b).

• Skr.ir w:it nic ,.m locpa'ising is nic.

DRUGS CONTROL ACT, 1965.
The following rcgulalions nre hereby ma_dc by the Minister of

Hc:i.!th. under the powers confrrrcd upon !urn by section .15 (4J of
the Orug'i Control 1\ct, 1965 (Acl No. JOI or 1965):-

FORM OF CERTIFICATE TO OE ISSUED DY INSPECTORS
WHEN A SAMPLE IS TAKEN.

I. When taking a sample of a drug the inspector shall issue lhc
followin~ certificate:-

No _ D;1tun'---------
WET OP DIE IlEI-IEER VAN MEDISYNE, 1965.

Onderstaande regulasies word hierby deur die Minis1t•r \'Un Gcso _nd
heid uitgevaardig kragtens die bcvoc;;dhenl hom vcrtc,:n by artikel
35 (41 van <lie Wet op die Beheer van Medisyne, 1965 (Wet No. JOI
\'3 11 1965):-

VORM VAN DIE SERTIFIKAAT WAT DEUR INSPEKTEURS
UITGEREIK MOET WORD UY ~-,tONSTERNEMING.

I. Omlcrsta:rnde scrtifikaat mm:t dcur inspektcurs ui:g~·rcik word
wannecr monst..-rs ,·:m medisyne gcnt·cm word:-

DRUGS CONTROL COUNCIL.

CERTIFICATE OF INSPECTOR TAKING A SAMPLE OF
A DRUG.

I hereby certiry th :at lhc accompanyins is (:ire) a sample(s) of adrug taken o,n_ _

#..Em--"{}; p,#..resins i son«si@on vii is sorrier:
(t1)The approved name or the dru,g_• _
(b) The trade name of the drug, if any, _
(c) The registration number or the dru,;.••------
(dJ The name and business address of the manufacturer of lhcdru..g__ _

MEDISYNE-llEHEERRAAD.
SEllTlFIKAAT VAN INSPEKTEUll WAT 'N MONSTER VAN

' MEDISYNE NEEM.
l licrby sertifr,ttr ck d:11 lllCl"1;;l,lllCk ('n) Jll{)ll~tcr(s) i'i wal op__
---~-~ te(1))--~------, ----, ---c-----c ,-;---
a ' sis9e vs«do on vssot«ads "!1,," " «so«
dighcid ,an (l)>-----------:-~------c~
Die volgende is besonderhede in verband met die monster(s):--
(a) Die gocdgekeurde naam van <lie mc<lisyn"'-'-----
(b) Die handelsnaam van die mcdi~yne. indien cnig:c.• _
(r) Oi1..· registrask11ommcr van die medi,y11<!..' _
d) Die naam en sakeadres van die vervaardiger van die medi

syn,c.·----------------

1J
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(e) The name and business address or the seller of the drug (e) Die naam en sakcadres van die verkoper van die mcdisyne

(f) The estimated quantity of the drug 8:t%#.a#%:e)Te batch number appearing on the label (h) Die vcrstrykingsdatum wat op die etiket voorkom
(h) The expiry date appearing on lhc labc (i) Ander besonderhede wat op die etikct voorkor
(I) Other particulars appearing on the labe

U) Die bcsonderhede wat in die voubiljct voorko-(fl The particulars appearing on thc package inser
(k) Any other appropriate particula,.... (k) Enige ander verbandhebbende besonderhed

Wirness. Inspector. Gctuic. lnspckteur.
Date Datur

NOTE.--A copy of this certificate shall be handed or forwarded OpERKING.'n Afskrifvan die sertifkaat moet aan die cienaar of
by registered post to the owner or seller of the drug or to his ngcnt. verkoper V.!n die mcdisync of sy ngcnt oorhamlig: of per gcrcgistrcerde

pos gestuur word.
·( ) Full address.
() Name and full address. ·(' ) Volledige adres.
() Name and full address of witness. {J) Naam en vo lledigc ndrcs.

() Naam en volledige adrcs van getuic.
FORM OF CERTIFICATE WHICH SHALL BE ISSUED WITH VORM VAN SERTIFIKAAT WAT UITGEREIK MOET WORDREGARD TO THE TESTING, EXAMINATION OR ANALYSIS

OF SAMPLES. IN VERBAND MET DIE TOETS, ONDERSOEK OF ONTLEDING

2. The following ce rtificate shall be issued by an analyst, pharma
VAN MONSTERS.

cologist or pathologist after he analysed, tested or examined a sample 2. Ondcrst:iande scrtifikaat moct uilgercik word deur 'n ontleder,
of a drug in lcrms of the Act: farmako!oog of p:itoloog nadat 'n monster van 'n medisyne deur

hom ontleeJ , getoets of ondersoek is kragtens die Wet:-
DRUGS CONTROL COUNCIL. MEDISYNE-DEHEERRAAD.

CERTIFICATE DY ANALYST, PHARMACOLOGIST OR SERTIFIKAAT DEUR ONTLEDER, FARMAKOLOOG OF
PATHOLOGIST OF RESULT OF ANALYSIS OR TEST OR PATOLOOG OOR DIE RESULTAAT VAN DIE ONTLEDING

EXAMINATION OF SAMPLE OF A DRUG. OF TOETS OF ONDERSOEK VAN 'N MONSTER VAN 'N
I, (fu ll name) MEDISYNE.
duly appointed (i) analyst, (ii) pharmacologist or (iii) pathologist Ek, (volle naam)

in terms of section 27 of the Drugs Control Act (Act No. 101 of 'n bchoorlik aangestelde (i) ontlcdcr, (ii) farmako\oog of (iii) patoloog
1965), hereby dec lare that on (date) kragtens artikel 27 van die Wet op die Bchecr van Medisyne (Wet
received a sample of (1) No. IOI van 1965), vcrklaa r hicrby dat ck op (datum

rom () 'n monster van (')
or () analysis, (ii) test, (iii) examination; that the sample was marked van Cs follows ?) Vir (i) ontlcding, (ii) toe.ts, (iii) ondcrsock ontvang hct; datdie monster

hat I have analysed and/or tested the sample and found the results %2%.%2a orwow nsos @o» sf@wshich are subjo ined. is soos hierond er aangcdui.
Remarks with regard lo result Opmerkings in vcrband met resultat

Analyst, Pharmacologist, Pathologist. Ontlcder, Farmakoloog, Patolcog.
(1) Name of contents as described on the label.

(1) Naam van inhoud soos dit op die ctikct voorkom.
() Name of person from whom sample was received. ( ) Naam van persoon van wie monster ontvang is.
() Name of manufacturer, batch number and any other particulars () Naam van vervaardiger, lotnommer cn cnigc andcr bcsondcrhcdc

on the label. wat op die ctikct voorkom.s %9(ii) Delete whichever is not applicable. (ii) Skrap wat nie van toe.passing is nie.
(iii) (iii)

REGISTRATION FEES. REGISTRASIEGELDE.
3. An a.mount of R60 shall be paid by the applicant to the Registrar 3. Daar moct ten opsigte van die registrasic van 'n medisyne '
respect of the registration of a drug. be.drag van R60 dcur die applikant aan die Registrateur betaal word .,in

CONTENTS. INHOUD.

Departememt van Gesondheid.
GOEWERMENTSK ENNISGEWING.

R.2025. Wet op die Debeer van Medisyne, 1965:
Medisynebehecrraad .

No.
Departm ent of Health.
GOVERNMENT NOTICE.

R.2025. Drugs Control Act, 1965: Drugs Control
Council .
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Buy National Savings Certificates Koop Nasionale Spaarsertiiikate
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Registered mail carries no insurance.
Send valuables by

INSURED PARCEL POST
and

Money by means of a POSTAL ORDER or

MONEY ORDER.
♦

Use air mail parcel post
---It's quicker!

♦

CONSULT YOUR LOCAL POSTMASTER.

Geregistreerde pos is nie verseker nie.
Stuur waardevolle artikels per

VERSEKERDE PAKKETPOS
en

Geld deur middel van 'n POSORDER of

POSWISSEL.
♦

Stuur u pakkette per lugpos
dis vinniger!

♦

RAADPLEEG U PLAASLIKE POSMEESTER.

Ba, M.non1 So»a. Cr+stares

Ka N.tnate Saerserifikate

15
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Use the

Post O#ice Savings Bank!
It provides unrivalled security, secrecy and facilities for' deposits and with
drawals.

The first deposit ·need be no more than IOc.

The rate of interest on current accounts is 4!% per annum calculated on the
monthly balance. Interest up to R200per annum is free of income tax.

Amounts in units of R200 may be transferred from current accounts for invest
ment in Savings Bank Certificates. Such investments earn interest at the rate
of 5½% per annum;and is credited to the investors current account on the Ist
January and I St July of each year. Interest up to RA4OO per annum is free of income
tax.

Deposits and withdrawals can be made at any one of more than
1,600 post offices in the Republic of South Africa and South West
Africa, irrespective of where the account was originally opened.

Maak gebruik van die

Posspaarbank!
Dit verskaf ongeewenaarde sekureteit, geheimhouding en fasiliteitc vir
deposito's en opvragings.

Die eerste deposito hoef nie meer as IOc tc wees nie,

Die rentekoers op lopende rekenings is 4½% per jaar bereken op die maande
likse balans. Rente tot R200 per jaar is befastingvry.

Bedrae in eenhede van R200 mag vir belegging in Spaarbanksertifikate oorgedra
word. Sodanige beleggings verdien rente teen 'n koers van 5½% per jaar,
en word op l Januarie en I Julie van elke jaar in die beleer se lopende rekening
gestort. Rent e t ot R400 perj aar i s befos t i ngvry.

Deposito's en opvragings kan gedoen word by enigeen van meer as
I,600 poskantore in die Republiek van Suid-Afrika en Suidwes
Afrika, afgesien van waar die rekening oorspronklik .geopen .is.
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