Government Gazette
Staatskoerant

REPUBLIC OF SOUTH AFRICA
HREPUBLIEKVANSUID AFRIKA

IS5M 16E2-5843

g7 HIJH!IMI Ilml

U AIDS HELPLINE: 0800-0123-22 Prevention is the cure




STAATSKOERANT, 25 AUGUSTUS 2017 No. 41064 47

DEPARTMENT OF HEALTH
NO. 859 25 AUGUST 2017

MEQICINES AND RELATED SUBSTAMCES ACT, 1363

GENERAL REGULATICNS
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DEFINITIONS

1. Inihes= Regulaliong any word or axprassian to which a mieaning 182 beern ossmned in
the Act shzil have twe mesning seassigned 2nd, un'css fha sortedr stherwise indicaes—

"adverse drug reaction" ITeans a noxious 2nd ursinlanded reeponse to a medicing:

"atverse event” .3 any wvnioveard medical ecsurrence that may present dusing

‘meatmart wilh a mecicine bul which doss not necassarily hrue A cansal relatonship
wits tals treabmant

“a determingd by the Authority™ means na detarmingd by e South Sncan Heath
Frrdncta Requlatory sutority ( SAHFPRA in quide-ines a3 publsrag o bas o fime

“authoriged preserber™ means any person authoraed [y the Act be prasceibe any
medicine,

“hatch™ or “lot” n ralation to @ medicine means 9 dof 164 guantity of & medicire

manulaclmse o & sinele manufactuing oycie and wheh has kRarmogeneous
nropertics,

“Batch nurnbser® or "lat number™ m2895 2 anique nombar o combination of rumbers
or siphess allzcated to a Iot ar a batck w the manufasturer

“bicequivalence” means U avsence of a gtaiizically zignificrnr differoncs in
BinaveIrhiliy  botwees fv pharmecestodlly equivaiert products under sionilar
concitions 1t an apanpnalaly desicnad study,

"bonded warehgEe" mesns & cestoms and excise warakauss heersed in terms of
gecticr 1% of the Sustorms and Exsise Azl 1862 (Aol Ko, 51 of 1934,

"Chisf Executive Dffwcer” maens the Chief Execufive Officer of the Authorty as
apsadinies] [ enmis af Laction 3 el tha fol

"clinlenl A mEsans an ivsstigaton in respect of B riedicing for use in humans or
an mals et neddleacs human parbsipans or aramals and ikal is inlendsd to—

qay  ddiscovar ar wenly the cindcol, phamrmacalegical or eharocedynanic ciicols
af t1e medcing,

bl densify any advarse events;

ol mludy che abeorption, distribution, motabo-ism and  cecrebar of o
medicire o

b asue i ks safaly o alivacy

“complomentany moedicine msans any suns Ence or mikture af suostarces that—

rat ardinates o plavts, ‘unny, alijae, seawerds lichens, minemis, RramRls ar
ather suashaqce as determinad oy the Auiqcrity;
'h% = sed or nutpardicg o be suitable for usa or eanufachoed o sckd foe ass
i redinlainieg  complerenting o s3sisting the physcal or mantal
Slale, ar
diy o dingnase, treat, mitgate, modify, allevisie or praven: dieeasa or
illness or tha syrpoms or =gne theieal of abasrmal physieal an
rrental staie of 4 harnan baing or 29iea:, goe
o] iz wsan—
L1 as A heath sUppcmant; o
(i) iraccordance weh those disciplines as dete-mined by the faAhoriy:
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“compaund™ rEnang i pEasie, mis, comaine, a2ckage and lakbe! 8 medicine—

@) by a pharpesl phamacis intern or pharmarists assstant prectsing 10
ACCARANTE wit the Pharmacy Act for—

iy anindivicual pationt; ar

il an animie! &5 o rcsult 'of 3 prescdption issved by & vetarinaran
prectsing In accerdance wilh the Veteraary and Paia-Vetarinmng
Frofiessions Aol 1882 (Act Mo 19 f T332 or

(2] for dispenang a8 & result of a presorption “or @ patien: by a persan licersed
I s gF gection 220(1)1a;y of tha Aet and practising n accordance witk. the
relevant scone af prachice

“counterfeit medielng” maans a reedicine ir respact of wEIch 2 kalse woresentation
aas Dewn made atoul s coicents, Henfity or soarce by any mesng inzludirg s
laballing and pacicaging;

“Hispense’—

(a] ir te cage of 2 phamnaciss. means dispese s dalicad in the Regulatinns
Relatrg i te Pioclos of Pharmacy mede in terms ot tho Pharmsaoy Aot or

ibl in the case of 2 medizal practfionsr, deniist aractiticner, velerinenian, nurss
or any auhorised prescriber o disponse medic nes, rerpns—

[iy Wheinterpratation and svalvaion of 5 presciivlicn.

(l; e zaleckan, recansibtien, diluticen. labeling, resarding and sunply
27 e Tedicirs in an appropriats cestaines or

(i the amvision of mformaticn ane instructions o ersure sate sSnf
atfactivie use of 2 medicing by a pesient

“dosage form” meane the pharmasautizal farm inowhich the active ingredients and
axclplnls, and physicsl formulation of a sedicing is preserted;

“expiry date' mears the date un ko wiick a radizica wil reta' the strengt™ and ather
oroperties stated on the labe: whioh strongth ane other properies car change aftar
the lapee of t me and after whicl cae the rcdicine shall ok be sole ba t1e public ar
“JARC;

"health care provider” mears a heaitf nare pravider 22 defned in 2ozt 1ot e
Malicnel Health Act, 2003 (Aci Mo, 51 of 2005;;

“hoalth supplement” Teans any subslance extract nr mixhire of sobstances a3
deximined by the Authorty. solc in dasage forms used or pamodan o1 Lse in
sgslonng, consclig o mod Tyong ary abyeicat o rmantzl state br—

@l complemrenling neait;

(k] supplerienting the diet; or

[z & rurtizral afface,
ard eacludes ajoclable prepcelbons, medicices o subslanoes listed as Scheduale
or higkar - the Aci;

“holder of a certificate of registratlon™ manns & EFEOE I0 whnae name 3 egistratan

cartificate bas been granied a=d who 'z respoensible for 210 3specss of the medssina,
EcluAing GLa Ty anc' satety anc contoliancs wih condilions of isgistration,
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dontification nembBer™ nmeras the aunbar digan from a—
(4] birth gedtificate, passport, vahd ditver's licence;
(2] HBouth Afrcan idendifoation documenl, o
it} any athar relevant docomant issued by the Lapartment of Home Affairs,

“manufacture’” mcans =4 oparatione including purchasing af naterial, Drosesseg,
oroduction, packaging, seazsing, storage and shipimenl of medicines and relaied
aubstznces in scoardance with quelity agsurance and related conrals:

“marufacturar™ means g person mandfociunrg a medicine and  includs: &
man.facmined phe-magy,

“minlmum legibilily™ magns A printirg 11 B-foint Hewvatica, typeface n black Ink on
white carridge paper ar the equrraenl e auwl.

“mishranded™ maans \kelling which 13 f2ise, misleading, inaccurate ar [ails Lo povide
nfermatior as requinad:

“parallel Importation” means the importation irto e Moepebic ol @ macicine
protected undar patart ar regizleisd in he REpuolic thet ans boon pul onle the
Mzrksel oulkide ha Repubin by - with the consart of such pelent holdes,

“patient informatken leaflet™ moeanz the information paainng o 8 macicink Fs
provided For in regulatior 12, writken .1 3 marner which ia essily understandabls by
tn paticrt

“peraen” mears 3 galural ooy junisic parsan;
“Pharmacy Act" meznz the Pharmaay Act, 1874 (At Mo, 83 of 1974}

“professional inffermation” mears e inlurmalon about a Tedicina &5 provided for
i regulatar 11;

“proprigtlary name"”, “brand name” o “brade name” means the nave which 15
Lrgua o a particalzr mecicing and oy whieh he ciedicios is geerdlly identified and
wiiclr iy by cose of 2 registeren mad zine = the ~ars approvad in terms of section

i5i5) of the At

irpspomsible pharmacist”™ means a raspanaible shamaciat ss defdred I section 1 of
the PFa meacy Ack;

"Site Master Flie™ maesns o documenl preparad by e menufacturer containing
epecific a+d facual good manwtaciuding oractizs inlarration sbeuol e productbon o
gentrol o° phe-maseatice rmanufacturing operations comad oul 2T a samcd site ane
any 2lcesaly integsted operations gi sdjazert and nearby buildings:

Sepgart mears any of o skiss of natea, walor-eolubks crystallne crrbohydrates, of
relazively low srodecutar selghl, and typically having a swest @ste Jepending on the
polymeric composiion, amd incudes related aloohes such @ sorbilal anrile, @l
sylital;

gweckengr” moars sy addilive o excipiactother than sugar which is used or
inteaded o he ased to impart a Sweet wske o madieinas:

“the Act”™ means e Medicires ard Bsloled Sobstaoces Sct "56GE (Ast Moo 101 of
1R8], &5 amende; ared
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syholesaler? ircluding a woeesale prarmeny means B person whs Fods storas.
delivers or purchases medicires or Scheduied substances frem & mealzuioe and
sells e in o of sesbar 22H of the Aot

REQUIREMENTS FOR THERAPEUTIC EQUIVALENCE

2. iy A medicing is considered tharapautcally enuivalent to another medicine if both
mrediziras
lal are—
4K pha marruticg Iy equivalens, n that they coalain the same amaunt Gf
activa substences in the same dosage [onm, nael e zama aor

curparaklae standams and are inendac 0 e adimnistersd by he same
rouie; or

aii] pharmanotcal aemadvas. In that they contzin the same agtive razisly
bt di<er eitfer in cheical forra 2F that Pzely or in T easage farm o
stramgtt; 2nd

ikl after administrafan 11 the sns molar case, their effects with respect o Rath
effizacy and safety are sssentially the sane.

i2y  Therapoube cguivalence s cesermingd  from envparatie boavsilaill te
phameanodynamiz, 2livicad o in vitio stadics sehien rmeet the requirermsnts and Accepted
criberia for Dicequivalence az celermingd Ly tha Salloily.

CONDITIONS FOR COMPOUNDING MEDICINE

31 i1+ A sharmacist or ather persan licenaed in tenms of sachan 22001)8) 7 the ACt to
compaL 8 medic e for sale in ars of saction 1704] of the Adt, g6’ only 2amocund &
cuandly ira: 5 Interdad b ba Lsae by & patient for act mars than 20 consacutiva deys from
the date of eompaLnding: Frovidad that tha date of compousding and ha statecnent "Uza
Aine 30 olays” are clearly naiceted on the lobe.

n Any medeine cempounded in temms of secton 14(4) may nat be advertised or
cisplayed for sale.

£ Mn meadicine may he coepounded by @ phamariss o ather person linknred in
barmss of section 22541 {g) 0f the Act to carnpound & medicine for sale—

] cicumvcal e proesisions of scohian 14 af o nol;
14]} whicl hes baar declarat ardasisb e in boss ol sactlon 23 o0 e B,
ich  or the purpose of growth promction or peremance enhancement

it} i toc purpose of admin stering o food-produsing anirals if—
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if:

()

i Mzsiinum Residag §imts (MELY; and
(il approprale withdrawsl times,
have not been ceablished;

for Lse by a patien? not Lnder tre protcssicnal care of an awhonsad prosoo o
ar pharmacizk

for purpose of sxpot; o

uniess the comaounding thareed 18 pariammed ir ggcorcanss with good practing
Az duelbarreined by the Aulhority.

THE MANNER AMD CONMDITIONS FOR ALLOWING INTERMATIONAL TEMDERIMG

4 (N

(2

The Stae may lasr for a medisine intrmadanally if swch 8 megicing—
(23] far. be obtaines at & Iowe: prisa cafeida of the Republ ©, o

(2] i @ssenlic: for nationzl health

A medizing 2annot be progured by ointcrnations! tender unless sush madicing is

reqetered in temms a7 the Act.

MPORTATION OF MEDICINES CONTEMPLATED IM SECTION 16C

6. (1

i |

2
suomtiz

=]

k)

i)
fed)

A medicinr referned 0 saclion 15C0 of tha Aot maw b= sl i'—

the madizing iz being scld outskds the Republin with the consent of the holder o
thes petant of auch medicing,

e med.cine is imported ‘rm & person keesed by a regulatory authorty
rescan nigad by the Aot ority,

the perzon desing b impart sech medicine is in pogsession of 3 penrit issued
by the Authery; and

tre medining ia reqisterad in terns oF the Acl, if such a wedicine is &0 dedarss.

A persan desinng b orpor a medicine refermad o in suaregulation (1) sbar

the Authoriiy—

a duly campleted apoicaticn oa a ferm ebla vabls hoem e Avikority;

a sorifod copy of his or her ideniity documsent or wi the case ot 8 ju-istic parsan.
a corhihcate of resistratiar as suck or othes wraedul powl of ircorporation or
aMislonoen oz aiorstic peescn in the Repnbls;

a certfize copy of regigraticn in lears ol 4 Phaimacy Ack, where applicnale;

a sartified copy of 2 licenos in respect af profuses in temss af—
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i

It

{r)

()

(i saction 19 of Customa and Exclss Act 19584 (Act Ma. 97 of 1564) and
piv  =aclion 2z of the Prarmacy At

decuneatary arosi—

(I thatire medising is under patent It tha Repub is;

i that tne medicing is reqistere:d In ils coontry of expart by a regulalody
authonity recognisacl by the &L thoriy,

(i regarding the iowest once i whish tha medisine ie sald in She Repubuis;
(i) rogard ng the pice afwhich the medicoe will be s2d ir thz Repubic,

(i that he 2ha w it cen comply with good mManufsetuing and dstribution
practzzs as delmined by e Avhoriy: 2nd

ar: yngzraking thal he. she or it witl ensure ne continued safely, eficacy and
Hua’ ty af tha madizing,

The Autwcrty—

tay approve the application refemed coir sebregolation (2 wita or wilhoul
conditicns:

shall, if the apolieaticn is approved, issue the zaplicant vtk 3 permit. which ahall
b= valid for & penac of fo years and

may cancel {e pemriit if Ihe holsar thereot tails bo coneply with the congitions o
the pennil or onary ol goed sause shown,

The primd ssued in torrs of subregulsfian (2 ray only b= Tansfared with tha

aporove) af te Authority,

(=

B parsan issued win @ permid in tems of subreguistor (31 ahel apply o e

Autrodty tar the rog steatlen o tha madicina soecified ie the parmit by subrmiing to the Chief
Executive Officer—

"
(k3

H=r

el

E refified 22py of that Dennit;
a1 applization ferm chtainzhle from e Authorty completed by the applicart
o il

Lhe aapploabls apolication fo.

The Aathority—

sl i satisficd Hiat o 2polication referad <o in subnegulation (81 complies with
tra megaiaments of e Sctand tese equlations ragading the eatety, eficacy
ancl gqualey =7 the madising, and e s regebalion = in g public irilir asl,
AT the appheatan wein oo without condilons, an:l

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




56 No. 41064 GOVERNMENT GAZETTE, 25 AUGUST 2017

ibd  rray issur the persen reermed do i subregulation (50 with 2 cestificate of
regist-adion in reznect oF such crediciee ander cho name aoproved by the
Aulhon i

i(T] A person raporrg & msdicice in barne of this raguiatar. 28zl in whiting infaormn—

(@ e Adthorty af any charge of facks in relafiar b the apolication for 3 pameit
isgued v terms of BLoregulation {3Y or conditiona ueder which guch permit was
ISR,

(ki the Auttorly of any armendnents e te appiicesion for the regetaion of
medne:nes of the cordtons for the regietraticn of euch medicing, and

i) tae holder of 2 cartfeare of reqiztration 'n the Repobic of the imponlslion of the
aredicire in lemms af this reg.alstion.

{8 A medicne registered i lorms of $is regulrfor may aly b sold to the State or
a verson gJthorsod 1 2ol edicines ir tenrs of the Act or any oihar legislation.

IMECRTATION OF MEDICINES INTO REPUBLIC

6. (1 Wo persen shall impot any medizing ar schdculed subatance, irchadtig
mediznas imparted Jn e of secion 150 of tha Act ante the Republic axgepr trough oae
af t1e following parts of cnkry:

(g1 Caps Town [nlenaional A rport oo arbour,
ikl Purl Elizabeth Infernationzl Srport o hartour,
[} King Snaka Intematieaal Arpatt o Curban Farbour; ang

(gl 3.R. Tamaco Intermanional &ingwart

2% A persan 3n2ll only i pert a med cine ar seoeclukag sunstarse i sud peson
fmy is licended intemras SF e AL o imporl radisines: and

ik} i tne zaze of unregisered Mmadicines 12 avtonsed by the Autharty to impon
such urregizrered madizines,

(3] AC appcanon or auihor sation ref@ed e in subraguasion (21 shall conmain at
IeaRE 1R “nlirwing infomaation

(@ Mame and address [bath physical ool pusial) of thoe aaplicat
(b dasignation of the parson represenfing e applcsns;
(7 contact detaills of the applicant including Hiz—

(i sksphona number; and

inj racsimnl e nLmber cr e adileoss
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i) the name af the arrdicire B2ing e pomed,
1€} tho guartty of medicine being importcd;
A the bateh numbur of the madcing being impoiled; and

gy theexpry data of the medicne.

TRANSMISSION OF MEBICINES THROLUGH REFUBLIC

7. A1) Subjecs to the provisions of (e Ac:;, medicnes and schedlulec sUbsl@nog:s hat
are tranzimitkec through the Reput ¢ ghall—

{ay  whike in the Repub-iz, pe storas m 3 borded werehouse swhic' s siccnsed in
tarmz of seciion 220 by ha Aulrovity o impet or export medicones or SGohaduled
subslances; and

ity nat be maniouEed whea in te barded wasencuse ualess sech autority bas
taen imauward by the Authoridy,

& A poan warekause refemed o0 subraegulatien (1) skail camply witt gooc
distdburion procboe and cenze conditions =5 dzieonined by e Authority.

PERSOMAL MEDICINAL USE BY PERSOMNS ENTERING REPUBLIC

B. i1 Moowithstanding regulsbon G any perscn enterng the Republic soay e in
possezzian, “or persenal medicnal use, of

ta] @ guantity of & Schedule 3, 4 of S sdbstance, whoh shuil nol excear the quantity
recuirad o use for & period of 2ie Teaths: o-

o1 & cuanity of 7 Schedele § substance, which shall nol esceed the quantty
raguirad for vse for a oerind of 30 doys.

(21 & person refered toin schregu’ation () shall bave—

ig)  the ariginel prascrintion Tor auck a Schedulsd substance;

(b acerliled supy of sech praecipdon, or

jg] = cerificaie or lefer Ssued Ry the pesoh whi presanbad of dipensed such
Scheduled substanoe cedifying 1zt the Schedubes susstancs and the quantity
copeanad wes prascribed for the perzan eqtering ‘he Republic, and inclading

the Rame, physwea: ard email address of jha aewcn whi aresonied or
disacnacd the proseription concemead.
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CATEGORIES AND CLASSIFHCATION OF MEDICIMES

9 (1) Medicinas shall be classified ivto -::a‘.égurias as (ullues,

ied Categary A = Mediznes which e insencsd tor use in husrans ard whicn ars,
withaut maripulation, ready for administation. ircludiag packaced preparaticns
whars arly 5 vehizle ia sdded o the effective medisine:

iby  Categoy B = Medicmes intended o use in humans anc animals whish cannat
noimally ke admini=ered withaut futher manipulaton.

(o Gategery G = Madieires intended for wetzrnary us2 which ano, without turhar
maripulatas, ready for administration, incled ng packageo meparstans where
ehly a vahisle iz added 10 the efechve mediclne, and

[y Categary D — Camnlemenkary mredicines niendad for ase in hymans ard
geimals which ara, without fther manulaticn. ready for 2dminist-alion
NS Uding prackayed preparationg where enly & wehicle is oddod o the afective
medic ne,

121 Madicines in Category D shall oe classified icta the fallawming sub-caegoniee:

(8] discipling spooific Mosicings with such disciplines A determirsc by e
Auttoety, and

(bl health supplemenia

(21 RMledizinza in Categories A& oard 0 fhemen complemenasy madisinsd are
subdiidcd irnto classss 55 par Arnexurs 1.

My Medizings n zalegories G and [ (vwolctinary compismentary modicines) ass
zubdivided into clazz=a g2 par Arnnexyure 2.

LABELLING OF MEDICINES INTENDED FOR HUMAN USE

10, (1 Subgesi o aubrcgulatons (4) ano (5, the Immediate contalnor of avary madiclra
r1 W & mEdesine rendd o sciminssralss bodr bs By umans 12 s00d shall have 3 sl
attached fo 1 on wnicn the fallewing neticulors skal oppear:n clzady egible irdzible ctees
I English znd gt leay? ore ather 2icial lEnguage—
sy i e case o a rmodicins contsining any substance listcd in sy Schodule made
I eims ol e Acs e lelier '5° followss by e nunber of tie reavant
Schedule i oa prominent tvpeface and s z2 and sumounded by a zquare sorder,
imiTacintely preneding -he proaretary neme of auch medicire;

ch]  he proprigigry name of the mecicing

feh tha—
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Lil ragistreton nunter of the nedicine allocated in fermms of Ssclion
15{5} of *ha &t or

[ii) aoplication nurber alocated by the Adthordly followed by the
expressie Ak 1010507

(W ha dosrge fonr of e madizine:

fer lha soprevac name of ach active ingred’ert o e madicing and tha quantity
thereaf conizined in 2 desags unit, or per switalle rmass o valdme or cnit
ranked actorcing o the aclive ingradirats with the highesl scheduiz, in kiteing
wheh haa immun egibility: Provded 1hai labelling < medicings iq solutions 5o
njechione must idenlify the sclive ingredi=nt in tems of the active companant per
Jnit wolnmne of 2alutan,

ift  tha nama ond acroontase of aay bacterivsatic or sactercds! agent which has
keen zdgec to ths Macinineg a3 & prese vl

gy theapproved name of aay arti-cxidant conraned i the o edicing,

by e caga uf @ rmedicine—

3 for gl of parenferal administalon whoh cortains suger the
stale el "cortbins sugar and the name and quartity of the sugar
must be stated of wiich does not contain sugar. the slaienans
"sixgar fres";

vii} far oral or pasemteral adrministrasion the quantity of etwl skeoko.
contairad i te roadicing, expreszen g5 3 pementage of tha tatal
wolbme of s moedizing, §osuch quendiiy excescs two per cant by

volume; ang

i} o aral sdrminisliadion ha nsme and quentity 5 swestlengs ofer than
AgaEr contalnes | che medicine 2nd the sfaterient “conleins
SuneEtEner

| the conten: of the medicle peckane expresaed in the appropriats unit or valuma
af the wedicire

| aparoved indicatizng whara practical, far vaz o the medicine:
(<} #a recommendrd dosage of 1% madizing, whers oractical;
[ wehere applicakle the narucion "Shake ko balllc betons: uses’;

(r1oin the case of a rmadicing irtanded o onpeclict by g parboular ouoe of
ailninisbialion aely, that mule of admirislation by mesns o° sakaols wonds ar
aboreviations;

(i the ot rusrber 2f the medickae
[0 the axpiry dare of tre meccine i Tont size Lal mzkes (Lclomly visiale;

@ Dereede suitsb'e for the idertificadon and tracking of medication Frevided tat
where 5Jih bacxle appears an the gurer label & may be excloded or tha
imrediate contzirar abal;

rql e rama of she holder of carificate of negisbiadion of e s2id madicine;
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)

v}

!

U regusemznts ragarding the manner 1 which the medicine shall be stored
with specific eference ¢ the apglcatle sloraye terrasrature,  humidicy and
ignt expaswe and cther pracswions reouezd for che preseratior of the
Eicine;

whe e applceba the sirfement "For sxtemal v oaly";

the warming: *Keap oul of ieach of children’,

in the case ot a madicing waich containg aspein or puracetamal, tne waralng.
“Dio el use continuousy Sor mors Thar, 10 day: witiood carsuiing yous doctor,

i tig easa of a mediciae o oral adrministration which ecnising fluords:, the
wamicg: "Containg flucrida”;

I the sase of @ medicine for oral adnunishialion which cartaing an ontinistamine,
ClE s

*This medicing may lasd b drowsiness 2ol mupaired sorcentration which may
b2 aggraviated by s.onuitanaous intake n® Alkeohol or ather central nervous systen
de&prasaans’;

in the cose o ave drops or Bificin 3ear 20lUtkrs in raspect of whoh 2v denca
carcarning e sell-swrilising ability of the medane has nol beas appraved by
tre Aucherity, the wam ng: “02 rd. use inoie than A0 dsye mfter cpening’;

any spoclled werming to be given 30 e labe, of the medicine a5 a conditior of
-egistralion *harast as may kave hesn determinea o loims of sociion 1R(S) of the
&zt

in the cAase of & mahcing Dial containg farrazing, the waming: * Goalaineg
TARTRAZIME™

the catagory of medicne mmadiatey prezzcing the regslaion o apokcation
FIL3MTES;

tic class of the medicing in terms of Anesuns *, and
N tha caga of comp'ementary madicine—
[k the warda "Complemensary Medicire™,

Mi.) d etaiement ideniifying the dincipline or tw: wording  Hoaln
Soaplament , vs t= caze may 78,

(-1 whizh is roi regslered by ha Aviharity, tha fallow ng disrlzimear

*This unregissees medizing as ro. beal gvalualsd by e SAHPRA
fur b guzliey, zafely orinfenced use.”, and

[ivk ==prtziaing at lesst § percant of moditisd orgariems the faliowng
warning “cortaing genchsaly moedified omgarisms”.

In addidion f2 iha -equiremant of sabrequ'stion (1}, the fatowang infanration oy

oE inchoded on the g

‘q

ik

The name s address al e manfacturer of the medicira;

the date af menufactu~e of the medicing; or
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5] thR sehedul'ng #atus ard reglsiation numbes allocated by angther naticna
medicinzs regulatany suthority o & voubiy 3= determied hy the Astony:
Providew that this infommaticn is surcunded by 5 sguare barder inclucing the
riarna of the reference couniry

1o Il theamedicite package hears and, an immcdliata sortainer :aksl =nd an outer
Izhel the reguinsmen:s of sebrequlation () shall apply © fe suler label: Providesd that it shal
be sutician! {2 conlsin on the immediate container abcl—

(3l inthe case of Calegony A nedicie ge—

{1 inended for administration By irjeciion and having a lolal volume not
exceeding b ml the particalars refemed o in subregalaton (105 o, (.
(w1 and [o):

(i) inthe fem of an alntmant, crearn, gel or powder havirg & net mass nol
exceeding 10 grams. the pariculars reforvee W in subregalstiar (105 2
e T L (a0 L and el

(Er  "nthe fammr of llqaid, salubch oF suspersion nsving a total valkme ol e
than 1 m, ouf nal sxcecding 18 ml tie oarboulars referred ooin
subroegulgtion k) (G (a1 fey I, OO, T I aney,

av] i the Form al @ ligaic, sooation or saspension kaviag A total waluime mob
excaeding 1 mil, the parrculars refer-ed o in subregu-adion (14681 ard (07
ad

v packod noblisker or sim.ar packaging. the padiculars referred booin
subrequlanon (1. e loh ard (). repaetad as fequskty as i
practicefle; and

b Inthe case of Categey D medicnes—

[ Inteadad 7 ademinstedon by injection end hawing a tola wouma net
exceading = ml, tha parhzdlars reterad to in subregulaticn (1461, {mt. (a).
(o and [(zeki);

(1) inthe ferm of an ointneat, cream. cal o povedesr havieyg a nat mass oot
axceading 10 grams, the prricylars eferan o in subregulztior (1000, (),
(. e, o), 1 [¥] anc ool

(] in e forrm of liquic, acludon or suapenaion having a fotal valome of more
tat 1 ml but med excesding 13 ral, the particulars refamad foin

Wil

subrcgulation TRy, (ob 6, on, (o) g Al ¥ anc Lo
(ivy inhe forn of @ Ngud soludon o suspension NEving 2 L2 Yol nol
exceading il tha psiticulars raferred toin subregulat'an 1R, (01 ard
por and
lvi packed in blister ar sivilar pockoging, e pariculars retersd 100n
" subraglation (1B} (01 (9, (3] and (oYl repeated B2 Teguently as is
praclicakie
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(41 The Aoty may adthorse the inciusion on the @osl of @ macicing ol any
apacial inleimalizn Pzt is nol required by tnis regalston o be 2o includsd,

1Z1  The reguirgments of su.beagulation (T) shall nol aspy to—
| g mediene sald in 2zzordance with soctiar 14{4) o° the Act;

ity &3y medicne sald by / person licenaed o disperse |1 tems of saelion 220415 &)
oi the Act or £ phamiacist, anamiacizt nban: o dinnacisls gseislsn in the
course af his or her professional activioes far the teeatmen? 2f o pastoular patiens
ur

21 ary madicire sod by & phamacist & person asthonsed o compound anc
disnenge, or ir & Rosital phannacy 0 acconiancy with o pesciption issued by
4 med cal practioner or dentst for te meazmeant of & particu ar Jatisrt.

(5] For ary medicne sokd in errs of subregulation (55, such medicing shafl ba sald
in 2 packags to whick € attachad a label coataining the folkowriag inionnetioo.

(@) che propiielary rame, approved name, or the nama of sach actwe ngredient o
ThE mesd cane, wieng apolicable o consBsat medicine,

by  the name o the persar for whise reatment such medic 15 15 Sold;
el e dirceions i cgan othe manner in which suck nedicice shouln e usad;

iy the name and Busicoss gdeoees of e psrsor: aottarieed to 2ell goch 3
med wine:

ey data of dispansing;
] refarance mamaer; and

My asmternent ldenthng s disclzing of the modising, if fllieg undar Categery D.

PROFESSIONAL IMFORMATION FOR MEDICIMES FOR HUMAN USE

1. (1) Subjeclls subrdgulation () professiaral b ation siall by msde avdleble—
(=) ‘wa asth medsiie—
i) in hard cnay eifler aaparatehy or A an inbegral part of the oeckege; o

i) aleshosically. Fovided el the mames o which e poolagsonal
TieAmalke - may 08 Accessad 15 statc: on tho patieat Infarraaton l2afict as
comemplaed iF requiatan A 2)0Ey

By in ke Snglish {anqusae;
71 inovpe having A micimam leginilty; a0

idp  under tha haadings and shal zontain the partculars =pecibed i3 suoregulation
{2
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i)

Sunjent tn suhregulations {3 and (4, tha profestiznal infarnstion refarned to 0

subieguladon (1] shall contain e fo lewing pariculars.

(3}
iby

il

1d)

(=)

if:
=]
()

i
(le}
(L
i
i
A

o)

Scheduling aiabs of he Medicing assigaed by the Authority:

praprietary rame raif dosane Form:

carrprasition, incuding—

! the spproved rama of each aclva gredient and e quantty theneal

contained in A oraAge Unlt of per solakke mass or wo'ume ar ek o” the
medizineg,

i the aporoved name of i excipienls incluced in tha farmlation;

(it the aporoved nAreE ane quaatlty of any beciercikde! o Eactariosnahe aognt
incud=sc’ in the medizing as a presonallve, saprossed s 3 percentage;

it quantity of sthyl 6losho incluged in a preparatisn boe oeal ar paranteral
adruristiaaon, it such quantity exceacs fea per cenl by volone

(¥l ha words "mnataing TARTRAZIKE' shoud the medicine conain siezh
iy 2ctient:

iwij ir. the case of & modicing, fe o’ or parenteral sdeinistraden, whesh
contains sugear, the stazemant "contsing svgar” ard the name and fuanticy
uf tha sugar must ae stated orwhich docs not cantain sugar, the waming:
"sugar free'; and

il e case of a medicng, for ool adminsiration. whlen contains
sweatener, hé nge ane quantiy aF swestarer and e sk@isnmenl
CONEE NS S i),

ihe cateqory =nd class, incleding the nurrber and ¥ & déscript'cn a: sistad in
~agulation &,

sl gcolegical — 3ciion and, where  apalcable, oncer a  sua-hEading:
Phairweokirg.ic pooelizs, pharmacodynam’c properfies; summsry of pre
. nesl arclinizal an.des:

niguons:

canTairdications:

yearmings and spodig. Tz Aulicens,

orachons:

MUME TearaduUcticn;

dassge aqd directions for wsa,

sidy cffouls,

KR Sympuns c crar-Closagc S pArlculars 200G Lraalinmsnls,
ig=rtficedon

pres=nimtiar,

sloraga instrockions that are practeally formulated snd which indicate shorages
tarm asratl res, hurmid Ty and axposurs 1o ighl;
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{3

Ir

'8l

it}

)

registration nomber which coTesponns o—
] lhe number allozated in tens of saction 15(5) of tha Aot or

{il  in the case of B medicing the req2tratlon of which has been applisd for,
the referernce number allocats:] 0 such appkzalion. fallowed By the
espessin At 011864

namsa and bus nees acdress of the holoer of 1w corlificgta of regiatration o in
coze of a parallal imported medicing, the name and busiress eddreas of the
holcer ot tra parallal imporstiar 2em i

date nf prhizaton of e prafessiorat icfarmzton which iz tha data of the mest
recent grmendmenl lo s profecsicnal irfarmofion 9s approved by the Aothornity,
as well 5= the date of reglstraton: Movided that—

il] if the Authonty decices af there is oo oanplicable irformation o be
furniakec yader @ particular heading, such heading mey Le writted with
the epproval of ihe Audarily.

' the ALttty may on apofication authorss he devistion frem the foymal
and conten: of tha pofessiongl inforracion prescnbcd as 3 2ondition of
ragistratian of & med.cing,

i) the Autharty nay on aapfizalion avlbcise e inclusian of any snecizd
irsFoncnlion rof iegeired By this requlgtian to 08 20 included, ard

iiw)  the Authoriy may o0 appliczlizn celerm:ne under 3 pericolar hegding the
informarion o ke fimizhod i rozpect of en interchengeakls mulisource
medicine; =ned

in the: casa of a nenplemantare meskeine—
(i) s weards “Comphatee lary Sadicire”;

(il astatemnent identifnag e ogipling o ths wording ‘Haalth
Supplemesni", ae the sase may ke,

(il whien 15 nol registered by the Aathority, the following disclaimer.

"Thiz unocglstsras medicine sz not oeen evauated by the SA PN tor
its quaity, safety ar mtanded uss.”; snd

(v} contgining af leaar [ percant of ce~etcally mociisd arganisms the
follcwing waming: "nroncaing genstcally modifies ong@nizmes'.

The Authorily may delerming add tosa- professional infarmation o br providad

The requiremen;s 2° suoregulatans {13 and 12 shall ned appiy to—

auy ricdising suld in accordarce with 1e arovisiona of azction 1404} of the

Al

any medizing sampouaded or sed by & pharmasst or 8ny oher parson who =
cersed to compourd sno disparse megicings in e course of ha or ke
professional acivitas far sha treatmen: of B oertizular prient, and
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(e any medicine sald by a phamacizl Ik aecooanse with 2 prescripion Esued by &
medical pracitioner, dentisl o pacliliona e the treatment of 8 patkoular
o isnl

5 Molviag confained in subracu'ahions (4) eha’l e construed 3s prohibitieg tha
nclezion of prefessiona! nlorsraion wish any meadinira

(9y  The Authorisy may wiindraws any indicatian for a2 mecwine i i iz of the apinion
that tha risk anefi profiba (v sach iocicadon is nne inctbe putbic IRtorast.

7y tnoanddion to che seqguivermet of subreguiation [ the tol awang inforrmalion man
e Ineluded.
it The namea ard sddress of the mar Jfactursr of the medicirs:

(B the daie ol snenfactuse of the medicing; or

ieh  the schaduling gtztus and veysialion namoer alocsied by another nationel
medicires regalmtory autharty of & country 83 determingd Dy Lhe Authority:
Fruvided that this infopmaticn 18 suroundsd by 8 eguare barder inciading tho
ramra of ha efarencs counay.

PATIENT INFORMATION LEAFLET

12 (1Y Cach medicing =kal be accompanize: by § patent nrarmamn lealki—
I:ﬂ:l neaehcd b the Imncdiste container;
(% included 8= part of the irimedicle conlo e oo oue packegc; or

(1 Inseried iqta the outer paciage.

oy The patent infomration @alle. shal condin L fuilowing informatian with regard
tc th2 med'cing in At eazt Fnglish ard one ather effclsl languaga—

ey schedling sizias;
b prapristary rave GNE dosage YSem;

wg) tee compositior of tre medicine o terms of informaticn contarplated e
resulzeaan D102 i

el e approved ndicgtons and use:

2] ‘nstnantinns hefars taking tha madizine, whick shall irclode—
Lil cantrg-indicaticre;

il pracautions

il warnings:

Uyl TR OGNS, ang
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Ly

i
[kh

ik

1

(]

vt the Tolloeeng geneal skaternent:

“avays sl your heall: care provider if vou ang taking any ather msdicine.
'Fyoe are wregrast ar brosst feading vour baby please somsuit wour health
care provider be advics belors aking this medizine ™

instructinas e hew B take 1e medicine including the fallowing sietements:
Do not ghzre medicines prasetibed far you with 2ny cther oersen.”

‘In tha aven: at sver-dgsage, consull your dostsr o phannasisl. IF teither is
aveileble, cortart tha nesrest Fosuital or polson conlrol centre”

shds wllevls, including tha falowing general stateieht:

"Mot sl sige efests repored fee Bis medicing ane included in thia leaflet
Shoul your genaral health warasn e IF yoo expeienca any untowzrd sffects
while taking *his mecizing, pease consull poeur healkd: sare provider for
gefvice’;

starage and disposal intornation. including da “digwing gensral slobement
"ghoe all mexdic nes oul of rassh of chileren, ™

aresactasion. whish includas the Mo, VOUEe OF Mass Py pacsage urit snd
g desseriation af the packacing mataral

ilenbbicabar and descoplion of -ha medizine,;
ihe—

0l regisiraticn nLmber of e medizing alloeaied ncms of sectate 15(5) of
tre Aot or

i) applicatien nurtbcr ailscatac ay the Autacrity foliawead by the EX[FRAHON
"Agt 105518557

Wies naarne, busness aodrass and seleghars rumber nf—
] 1 Paldor 5° the carliicata of raygistizbon; o
il tae apglicant ir enns of ascticn 1403) o¥ the Aes

Eate of nublication of tie patiet infarmation J2aflet whick. is the date of the moat
racent arterdment o the patient informarion leadet as appraved by 2 Auchority,
g wall e e dute of regigration of the medicine;

ir tne case ot a complemanary medicine—
] b worcs tComplhe rieatary Madicira”,

i) astaeneat identifying the oscipling o- e wording ‘Health
Supplemen:®. a3 the sage may be;

fi]  which is not registrrrd hy the Authorty, the following dizclsimer:

"This urregistersd medicine has nol been awalialed oy tha SAHPRA for ik=

a2 Iy, safaty or ntzndzd uze.” and

i condsining at east & pefcent of geneticafy moedified crgansms, e
identificatinr of tte afferted irpeedient(s And the folcwing wamirg
“mortains genefizally rnodiied omanisms™;
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v in ihe case of B meglicine—

ik ‘or oral or paremeral adriestrazon, which centains sugars, the sletomeant:
'containg sugar' and the rame and quantiby of the aunar ws! be stated o
whizh dnes aot contzin sugai. the sigtement 'sugar free,

fiiy  far aral or parenteeAl administraian, tra cuantty of athyt alcohol contaned

In lhé medicine, exprassed &5 3 parcanlage of the totel volume of the
rieicitg, | such quantity esceads -wo ner 2ont by vallmas; ard

fiy  fior cral adeunstazon, the name snd quadlily of swoslener sthar then
BUES coliinge in the madizinr ard the stateneqt "conlaing sweetener”,
ani

ip)  tho managr in waich e comesponding protassional icfarr glion &5 Der regulaaon
11 may b& abtaingd.

(1} In‘crmatinn coetorapliated in subregalation (23 may alse be pravided in alactronic
format soceastale i any of the ather 25cial DrgJzges and in any other farral o ceable its
gcozssibil ty for persons living with disabilities.

il The Authonty may datanmire addifional requiremnents for IRslusien in zny patizt
infarrmadion leaflet.

(51 The Awhority fay gulhoisa g daviation from sobregelznomn (13,

(€Y Tre Adthorily may, on applicadion, in rerpect o ar interchangeable malisourcs
rcdicing datemine additional inforration Lo ke turmisned undar & particu ar haading.

{/%  lho recutemants of subregalatior (11 shall not apply to any mod cine acld in
sooandance with secton 14,40 of tho st

(B} Inaddton to the reguiratnen: 2t sub ragulation (2). the fallwing inSomaticn may
b inezlucded:

(8} The neme and address of the manglac.umer of Fs rsicine:
(b} the dae of manufacture ¢f the: medicine, o

i) e scheduling satus ard regisfration number allonated by ancther natlzna-
wedicings reguten of & cauvncry as determiaed by the Authority: Frovicled that
this informsation iz sunounced by & syueiw buder incheding e orme of the
reBrENne countey
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LABELLING FOR VETERIMAREY MEGICINES

15 it

Subjecl W sabiogulecions (23 (3} and (4), fthe mmediate oontaner of every

nacsage inowhezh a velesinan: medicine .= scd shzll have a labe! stiached b it onoseliech e
follzwing parkcolas parlaining te the contens of such paciage sqel appear v claary lagikle,
indelibla leteding In at least Englizh o ons offical lang.iage

{0}

rh

'

|'f :l

1]

i
i
(k)
|:F'-

()

Tha wards “Yetarney Meadicing™

i e case of & medicone sretainicg any substance fsted 0 ary Schedole made
in terms of e Ack the fener "5° fotowed by the number of ta raleant
Schaduly, ir g prareinent ypeface and size and surmounded by a saouare bardes,
imrmed-a:ely orezeding the propretary name of such madicine,

the praprietary nare of auczh med/zine;

Lha 1egiztration number alocarad 1 cuen medzng uadar scstion 1503) of the Aot
nron e cese af 8 mddizine i respect of which an apalication for registrabon
has bzen submitad in agcordance with &xcuon 14(3). the refarenca numbar
dllocalad o such applicgtion by the Autiority, followesd by 1o words “[act
1015 eE )"

the closays Tuem ol Uz needicine;

the approved aame of gac eclva nyrsdioni of the madizing 2nd the gusniy

the'eaf contairad in g desage urit or por sulkable mess or Wwalums ¢ unit in

keibceIng wilzich shall not be less tnan—

vl i e case o o mooicine confgining anly ooe active ingrediant cne half
the are of the [2riest klieing which = used for the said proprietary name;

Lil in lha case of g medicine which confz ns mare than one b ees thon se
actve Ingradianbs, Gne-cuzife tne =iza of the lzrgesl letiering which s
Lged “co the sz prop<ietary namsa; and

riii}  in the cese of 9 madizing sartgining sik ard wrore acive ingredienls. Lhe
minimam -wpe sizs parmifled by this recwssion Provxled that suck
IrliETing shAl nAave A mimmnnrm lBgikdlicg:

ha narr2 snd perceniege o any bacteriostatiz or bestarcidal sgen: which nes
peen added ta the medicine ag 3 presarvative,

iha coni=ent of the medicire pac+<age exprassedd i1 thoe apprconate unit or walume
af the macicine:

wehorr proctinnble, she indicarinns far vee of = medizins:
where pracizable, the rescmendec desage of he medic ne,
whele zpolicate . the insir activn "“Shake Sha botbie e ose’;

ot cons of & mooicire Itended foromjection by 0 particalar rouke of
adrin atranon anly, that route 7 adrinizt=sion by means of suitaale words ar
abbrevigtions;

ir: the szxe of 8 ruedicine Eistzc in any Schedule ta ke Act. the leter "= fallowed
by b nwreben of B ralevant Scheduls. e g proaminent vpetase and size and
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siriaundsd by o square borazr, immediataly precading te propelesry name af
anich medlvira.

the let number of the mcdicine:;
the axpiry date of tre medicine
the neme of the hade: of cerblicate of regisbistian of the said medicir;

the requirsmerts regancing the macner ‘n which the mecizine zhall be sloed
with specifiz mference o lhe applicanle siormge tzmperatre and othes
nrenAutions requirec or lhe prasenvaiion of the meadizing;

where apolicable. the statamast: “For externa; use onky’;
d1a waming. ' Kaep ool of reach of children and uninforned persoas’

in tra casa of ary madizing infended jo 5 uzed in food arodutirg asimala and
imeneving the: acesibility of the ingredients of suzh meotcine or welabolites ‘heraof
being present i the eggs. mik or tissua of sach animals, & waang regarding
tha withdrepws! perod of such rredizir:

any specilled waming which has o b2 neluded on he label ol g parboular
medizing a3 & conditicn of ragishalize: of tha: madizina in tarms of e proaslons
of seatian 1666 of the At

the calegory af medivine.
~e class of the mediceie n terms of Annexurs 2; and
in the sase of A complemantany meadicine—
1l a sta‘ement identifving tve discipline of the inedicing swhero reavant; ard

(i if e medicine bas el moeved regisiration with the AEBCAEY T
fallgwiray disclzimar “Thig urneyistared inadizing has not been evalusted
by the BAHPRA for its quality. safety ar kended vse.”

If the medicine packags bears both &n immediste ceniainer lzbal gl ar ualar

fakel, T reqairernunts of satvegeation (1) shall saply to the outer labe Providers trat 1D shal
ne auificieni 0 contaa o e immesdiale contner latel—

(=)

e

in the case of medicines Incndzo for admimsration by infsction ana kaving 8
‘otal volume nat esceedicg 5 il the portcwars refermes B oon subesgllaban
P10E), b D2, (KL (0 [l () ang el

in the rase of a0 cingn=rt. creasn, gel or powdsr having a nel mass ool
pruged g 10 grars, the pardculas referred o in sisbregulating (1=, B (7,
2], dnh (o) and ).

ir the cese of 2 linwid, o ulion or suspersicn Fayv ng o total v ume rars hare 1
tril but fas axcaeding 16 ml, the paricalars refarred to in aubrequiation (1)(&Y, (€1,
[y, vl (8 {i], ten. {np, dc] and [

In the case of a liend, solubisn o0 susponsior haviag a total waluma r
gxcesding 1 ril, the partoisars refersd oo in subregulaton (°)a) L) (o) @0
[w}; =nd
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i e suze of a rradizing packed inalisier ar similar packadng, Wha particulars

refeman lo in subregulatar iva), {8, (w0l o E&nd w). repoalac @s
fracuankly 55 = practicavle.

Tae authority mzy, on applicatize: t2 17 by @i apphcant, auihsise e inckision on

i bl of 4 medicing of aay spenified infermatar, shica 15 rot ragiced By this regulatice 9
e 50 includ=c.

Ay

The requiemenis of subegulation (1) shall not 2oply o & madicine excluged

there frary by e Minkster in terme af aaction 3G of the Actor 1o—

]

in)

ke

arty madicine sek in annnrdance with the provis.ons of section 14id) af the Act
for bl treetment of @ speciic anit-a

Ay medicine sold by 8 veterinzrian ar paasmacist it ha sourse of his oo her
professianal acibes bor s bew ment of & paiticolar animal; ar

any madicira sale hy A pAamasist in sccordandce with @ prescriplion ssued oy @
vetannanan for frastnent of 3 paricilar snimal

Provided -har sieh medlzing shall Ba sold in @ packege o which 12 attack=a a
label containirg the falkgwsag infematizn:

(v The nerme of the mediciee or the nave of cuch acive ingredient or
conzhiuant maaizina:

fit  the name of the person B waem such medic ne hzs bean sald and @
descryiion, &% Jocurale =% poss e, ol be agrimals for winich thea
treatmant ie intended;

fiity  the dirzctions ter s e of such madizing,

fivl the name and address of the watzrinaran ar aharmecist who oes sald
g1 meedicnne,

ivi  the refieence rursber allocsted o the sale of the modcing as retarrsd o
ir regulglion 11{16A; and whers soplicable, the warnirg. refared o in
subregulatios (13(=), ragarding the withdra=el periad of uich rHeCicine:

il dabe of disporsing: ard

nalp & statsmant leantityng tha discipling of ha medicing, i fa”ing in Catsaory
]

FROFESSIONAL INFORMATION FOR VETERIMARY MEDICINES

4. %

Sunjest to suiregulation (2], professional infarmation shzll Ge racie aysilahle fior

aath vetarinary redicing, in At leRst Frglsh ar ore offitiz® lenguage snd in type [~aving a
minimLm legoitity, cndar the hazd ngs ard in the format spacified i thiz requiation, and
weliicn szl conlain tha fullowing oa- tisolars:

LN

| k& preoretary nane,
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il scbwduling slatue
(o) dosgge forr,
{1y  composition, using Qeneric o appraved namas,
1w pluss of the medicing in i8ms of Aneklre 2
i pharmrealngicsal action;
i)l pharrizcokineric proaerties ane pharmacodynamic propeties:
thl  contia-ncizations;
iy wamirgs or withdrawal penod 10 198 case of Tood produciag animals;
(i slcle effects and special pracaubons
(kY krewm signs of neerdnas and parbclane of My heatmens
(H tuantity and strencth of active ingreaients por desage anit;
(M} staraga instruckiona:
fn}  registralics nuinber;
() rEme and ausiness addraes of hoder of cedificate of registialicn,
(Pl any other informaticn g the Agthorly may hem time ‘o dre detgrmice and
() ire U caee of 3 car plemeninny mcdlanc. —
iy a statarrast identifying the di=cipline f e riudicios whese relevart; snd

{iy  f the meadiche has not -eceived registraton with e Aolhoily ha
disclzimer “TIs Lorsyislarsd med cine has ol heer evalugiod by tha
EAHPRA Tor it qualiny, soicty oF ntended usa”

iy The Aallvity may. upan application, authgrise 3 dewation o subragulalicn
1.

EATCH RELEASE FOR BIOLOGICAL MEDICINES

15. {1y Tha Authorioy may, with regard to the registration of bizloglead medicines in tsrms
of sestior * 56) of the Act, requir thal the number of soeples 0" avory boles, legothcn with
one gopy of the potosal of festing of the bulk bakck and filling balch and one copy of the
certificate of ralesse issuad by the campetent &uthority in de couwntry i1 which the praguct
wzs manufaciured, br submilted f the Adthorify A8 & bateh release zord tan anc the halder
o e cortfoate of registration must pay the prescrbed batch release fee.

iZ1 The Auticrity ey, witl segsnd 0 tre registration af Wologieal rediciies is lors
at saztian 15(6) of the Aci require thar At least the number 0F samplaz of avery hatch,
together with ocne copy af the pratocal of festing of he bulk hatch and flling katzh oF the
bivlugical rrodizing manufrectired i1 the Repeblic be suamted @ the Nalonal Conrol
Laacratory of t-e Autherity as a balch relzase conditian and tha okl of e srlilicabs ol
registretan st pay the presernesd R rehease be,
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i1 The Autharity mey, with regani n tee aale of vanegistered biokgleal medicae:
as pe’ lhe picvisions of seciion 21 af the Act, requas: a batch release of tha IM2ceing a8 fe
e vagairernre ks ol subegu ation 1 and 2

APPLICATION FOR THE REGISTRATION OF A MEDICINE

16, {1} Any persor residing in lhe Roputlis may make ar application for tFe ragistration
of A medicing an an appllcatka fama ablalnable frorm he affice of the Chisf Execirive Officer.

20 The aoplization referms] 1o sub-egululion ¢1) must incluee she padiculars of the
parson with & ppropriale knmwlsdne of all aspects of the medicl e who 2hall b2 respansitla for
Tranmunication with 42 Aucharity.

i3]  The apoliatizn coqtemplates in subreguation (71 shall b aesormpanced by—

ial  ascreening form which is obtzinablz from the Chief Executive DMGar which hias
biaen comnpleled by di aoplicant;

14} A proposcd 2ol tar usa on the medidins,

(r where anpliceble, a copy of the mandfschiag licance logalhéar wills the current

Cipon Masufactuning Prachice cerificate from ihe regulaiony awhonly of L
curtry wherne e rordiniee iz manfmohred:

id]  in ke case of specified Schedula 5, Schacule G, Schadule ¥ and Schedule 3
subetancss, o cefttod copy aba peamit 10 raonutacture such substancos!

ie] &l avaiable data on the safery, efficacy and quality of *he medicine, as may o5
driemined by tha Aurhariby:

T oropd of the existerca of 3 manulacicing sita, whict may incslude 3 Siks Masts
Flle;

wy ary other isformedon as rmay ba reguiec oy Qe Aoy, Al

hp  the applicabe spplicat on fes

2% The infarmation wsfande o in sulragoialion (3) shali e submitted in Engiish.

i85 The applicakar Porm refemed o in subrarulaticn 717 shall aartain /1 kast the
Mg infonmaticon.

! paticulars o° the spplicant and the prosoectve hoeder of oetToare of
reqgigsraticn, neluding—

il name:
{ii] Eusinass gdoress,

Gy postal address,
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reknhane numoeT,
‘a ruraber, if applizabl=
e-rnail adrisess. if Appiicable; and

oo ilack datwzile of the permon roferrcd oo 2ubrequlstion {23 in the casa ot
a |uristic paraan; anc

paricalas ol o medicire, insldirg—

(i

[y
§iii’
iv]
(v}
fun)

i

-
iy
.
ix]

0¥

nraposed poprislary rorme;

doasge forr;

sirength par dosage unit;

e of administred oh;

the couAtry whare Uisomnedicing is mar ufzergd -
reglstralior status cutsioe the Heouhbhs,

categary, closs and a starement idertfying the dizcipling i© falling urder
Cateqnny I

ihe nzme a’ the mamfaztuneng);
the: mame of any site where ary civequivalcnes data was genarated; and

aapaved naree of each active phanaceuinzal irgradisnt.

& medicing, in respecl of wlich wn agpicator for regatration i@ made. st
surmply weh the fechnizca’ requirements a5 datermingd by the Acthority.

&n application shall be made i respest aof sach incividual dossge farm end
zhrargth of a medcine.

In the cpan whare @ mcdlsing in raspect of waich ar app ‘cezion for req stration 1
made, is o wes registzred With any reguiatory bady outside tha Fapublic. the following
inforimalicn in rasp2ct 9F such medic ne shall aocompany the: apolkoaticn:

& copy of tha catificgle of registration;

peofessionel informaticn relating o e madizing;

coadilkoas of sueh registration; and

aryy alhen ir kol ore 2 may be raguired by Aucharity.

The arovisinna of thig ranuation shall, with the necessary changes, aaply o the
application for the registraticn of veigrinery TECICINes.

i$0% An applcation saferad ta 0 schregofaticn (1) shall he accompanied by ooe
agmple af suck meliccoe seboect b the orovisions of regulation GE2).
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FARTICULARS TO BE PUSLISHED IN RESPECT OF APPLICATIONS RECEVED FOR
REGISTRATION REFERRED TO N SECTHON 1442}

17.  Tha folkwing particulass wilh regard o opplications for registretan mfeman 1o in
saction 15010y af the Art zhall be published in the Gazede:

[k

()

The proprierany name of e modcing,

tao approwed nama and quanfity of each aclive ingiedienl of dhe medizine
cunlamed in @ dnsage unit or per /itakie masg oo volume oF wnlt

s wusags form af the medicine:

tha rave of the appiicant who kbuged tha spplizatiar for registafion

tra number aracatze o Tin terns o scclion 15 of e Aot

Ihe narma ard address of the raruefschirer

fhe name of the pesscn resoonsiale o U ingl product elease conlmal and

narne of the person responsihle far fire prodect raleass respohsiblity,

INFORMATION THAT MUST APPEAR IN REGISTER FOR MEDICINES

18. Tha rradicines register shall in respent of Ary reqistersd medicing, contan the
followirg infammation:

i
1=F
<]

(G

(r)

ik
m

Hilk

e proafctasy aarme of e medizie,
the ~eqiz-raticn numoer alocated o he medising,

the approwed name of a=ch active ingrediant af -he rwedicire and the cuanity
Uit conl=iras 18 dosaga ueit o oed suitable rmass o velure ar onit af e
Imedezine,

the: closaga ferm of the medicing;

the name of the halder of the carlificatz of rac sfration;

the neme and addrezz of the manufect. rers) and the menufactoring facilities;
the neme of the firal produant relzssa oontrol;

L nizime of B fise: poodol sedses taspons L iy,

the: debe o4 regst-agon ol tha rricd ks,

the conditions of regisration of the medicine Az may mAve hesn deterrinss n
tzrms of section * Ui} of the AZi;

cateqgory of the medic/ne; l

oleas af the m=cicing; ard

it tallrg under Categary O = stamant icealitying the—

s gab-nateqgory of tae medicing. Anc
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-ha assaziated disciplire whers applicatls,

TRAMSFER FROM REGISTER FOR MEDIGINES TD REGISTER FOR MEDH AL DEVICES
OR YD

13, (1} Tre Autkority may Uarster nfcematice pedeinng to the registaion of a
radicing frgne the ragister far medicines 1o the iegisier for madicei davices or IVDs follewing
gn spplication for such ‘ransfar tam e holdsr oF the ostfeae of regisaten ol the
medisinie,

(21 &n applicaion for vanzler fom ke regisier for medicnes 10 18 fagisle T
miedical devices and Vs MU’ be—

(&1 maoa tz the Chiel Execyive Ueer by tha suthorsad epresastaive.

il oo lhe applicatiare: Form attainable fiomr the 200ce of e Chief Executive Officar;
and

1wl geeompanied bv—
i} the appéceble cerificats of regsrabon;.
iy the reasocns for fre transfer

iy proposcd dassfcatizo of the medicel device or DY and

ey the arescribed spplivilon fos,

31 If the Autrodty approves thoe applization submittad o Bim or her inotema of
subrcguiation 2y, the Chiaf Execative Oficzr shall make he necassary sntnas in tha ragistar
relating b te medical davica o VO cancal tha ewisting cerificzte of registroboe ard kssur g
new cerniicate of registabon i the areseribed Farm o aunh parann

{4  For the purocees of subregulatise 2238 ‘2uthonsed scpresontative” thall be az
gatted i the Regulatizng Reating ta Medical Devices and fn Wile Dicgnosic Med-cal
Oavicas (W) in terma of the A,

APPLICATION FOR AMENDMENT TQ THE REGISTER FOR MEDICINES

20, {1 Anappicgtion R e amerdTest of an antry In the reglster In tarms of saction
Th4 of the Act shall be ascspipamod Ay the ralzean? tao and most contair tne followirg

pariculans -
ta}  the registratian wriker of the madic ne;
fa)  tre name of the holder e the coflilzats af negistrelio

ey Busmness aodross of the holder of she certficets of regiziration;
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idy  dectaralion by the holder of fe cerifcatz of registraton that the Mleomalan
fum: sl s comalele and ascurats.

(2) she detans of the amcendmont applied tor; snc

[ any otresinfonmation as may be eguired by ihe Autharity.

2] WAFare a new cetificate is issued in lernas of suclon TEAID) o the As—
i3}tz ongira cerdificgte o7 reg staton nudst be selumed o the Aultarity; er

ib} i the onginal cedificate of repistratior s lost, an athdavit muet be aubrittec to
t= Auzharity conlirmirg Lhal e coiliicat: of registration is Inst

CERTIFICATE OF REGISTRATION

21, A camiiicala ol megiztration for medizines =5 contemplotea noscoticn 15(3) aF tha Axt
zhe!l ke in & fome subeiantially sirmilar o tae form consained 4 Anned re 3,

LICENGCE T DISPEMSE OR COMPOUND AMD DISFENSE MEDICIMES

22. 17 An saplicatior for a licsnce efered Lo o seclion 2200 1)(5) of the Act snsll ba
mad=a ta the Girentor-Canesal Sor 8a—

1) licence 1o dispenee; of
ih]  Cinere 0 compodnd snd cIspenss.

gl cines 1 esardance with the ielevant scope of practice of e applicans

21 Ah appizaion cefered b 1 subreguation {1: shall be accomoanied oy A
prescribed applicaton fee and conlain a. least e {ollowing irfanmatian

ia]  The nawe and balt romdunbial and busrass addrsseas (boch physical snd
acatal) of -he applicont;

ihi  ihe exegt loceson of the premises where dispensing of compounding snd
dispensirg will be carried it

‘gl telephane aurnber
vdl email eddross, it epplicabla:
t@l A nuenbar 17 agplaablo; ahd

ifi  oroof of registration with the relevent statiory heakth coungil,

(31 The apalicatios refarad o 0 sobregalation [1; mey b subrnitted before A
12lewEn: sUDpemantary courss 23 conemplated i 2aciion L206 of the Al 15 compleied, bt
mav chly be finally approved upon preof being famished hat such o course has Docn
sxneezafully sompleted and all cther requirements heve been mat,
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2% A peison efered o ir subrzoulaticn 1) v has been szued wilh 3 licenca
shall—

fay  veep a prescrphion book or parnanent resord a3 sortemplalec in cgulabor
3601y relating to mediinas dispenaed, or compounded ard dispensed Froa
pariod of & years fram ‘ha date of =g

ikl enaure tat ba dispensary a7d any prem sas whets Mediciies ane kedl ars
sutakls ja—

T dispansing: ar
{3 compauncing and cispensing,

In secetdarca with qoaod nﬁﬁn'nac:'; pracies s publisked in rales in terms of the
Prarnscy Al

ie)  keep the medicines ande- the manufacturers recommeancad storage curddons
as specilisy o lha medicines label ard speciied in the meovant orafesziznat
infmemaatiar;

idy re:rspackage medicingz at tre premizes unkess aalhonsed o do su in berms of
regulatien 29;

(=) label meoTines i1 s of Regulalion 008} whee the -e’erence qumber links e
s pafiart reoned

(f  dispensse madicinas in ascordance with @ presaiption which carmplies with
rogulatar: 32 and kased aroa diagnasia far a padicular patizrt;

fgb nob keep exaired macichies oo s prsnises otbar than in a demarcated area in
a saripd rontainer clearly marked: CRPIRED MEDICIMES and such expited
iedicines muss be destrayed in terrs af rggulaion 448,

ih}  secure the premises whete the cIspensing of sorpousdng ane disparsing s
camied oat whenaver he ar she is not physicaily prasent a: those prerisss,

] in the avert of a racall nf A medicine, momply with the 2nna of the ~acall of the
medicing.

i]  conspicasusly disolay the licenge .0 the premises efzmed to in paragraphiby;
and

(k1 corngly with ts conditicons of Bhe licence,

{BY A person who has been issded wilh a cenee elemed Lo in subrenubalion {173k
shal. comnnand medicines—

i3} anly when e 5=l is oreceded by @ propar diagnasis ard in accardarne with 3
arescripticn which complies with regalstizn 32 far & particular palieni. ard

b}  sdbject o regulaton 5

iG] Far tho ouipdees of this reglation  “diggansing” of “campounding end
dispensing” dogs not refer 10 4 medic: e fBguInng preparaticn for a ese-0t admmeration e
a patient dunrg 2 consulaion.
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LICENGE TO MANUFACTURE, IMPORT, EXPORT, ACT AS A WHOLESALER OF OR
DISTRIBUTE MEDICINES OR SCHEDULED SUESTANCES

23, (1) Anapplicadon for & | eence refrered 12 in fection 22001 )16; of the Act, shall—
iy be mede on g Form chtainable from tho Adathorty fo a licance—
Wl tomanufechine, (VPO of @Xpa 3 madicing o Schizduled suastarca;
il bz imoort @ mediz ng ar Schoduled subsEnce,
diiy o ewmont & medicine or Scheduled substa 1ce; or
vy t3ac ne awhalozaler of or distibate 3 medicne or Scheduled substance,
b be auinrited W the Chikel Laceative Oficer;
ity b accorepanied by documentany proat 7' —
iy s pariciar: of the cwner of the busineas;

(1 registretan of tre responsible  phasmecisl wilh e Scath African
Fhanracy Cowaail:

fifn  guzliicaticirs of kKey parsarnal rasounsible For the manufacture, storoge,
fistribution and sote of madicihos of Sshedeled subatances 0 tzrma of he
At

vl Lthe okdity to comply with aood menufactoring, wholesaling o digtriou Lo
practices 45 delemincd by Autharity, which must inclice—

i=a} = nopy of A IncAl ared pan of the: ecatlon o7 the buziness premises
indicatirg all acjrocent properbes anc the natuc of the business
baginy cairiad art, on such proaerties,

ibh] @ feor plar ot the buiding ir whick the nusiness oremises are
giualud:
(o & lan ol the acleal Eyeal of e bosiness pramisgs,

iddy  an iwenciy of equipment o b ugze in conduckng f'e ouzNOss:
and

i86j @ manuai of procedures anc practices iz ke im plamanted o ensdra
tha saisty. eftcacy and qualty of maedicingz, or Scheduled
subsiances o e manufactorac or dislibuied gand sald;

iv1  ofthe payment af the prescrioed applicetan fes;
ol aay athar rtarmat an a8 maSy 98 racuostad by thd ARty and

) gnecify the medictes or Schedo ed substance to be manufactured, i perted,
exponed o dismibutzd and sokd

(2] |7e apphcant coatarplated 0 subregu:atend 1) shak--

(@ anpail, and desigiake as sach @ respensible phenrnaoist wheo wil contre! -e
importasion. exocitadon manufaciuring whalasaling. ar distribution of medicines
or Srheduise substances, and
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By Aappaint and desighate @ natal person who resides in the Ropubdic, whe shall
be responsible i o Audarity for campiance wits e AcL

i3] The autherty saall insoect she buginess premises spocificd n ba aaplicetion

() The AUthcity mray Bsle 2 liconca contemplared inosubregulatior (1) ance
Autherity i3 3atisfied tial I e iequircmen's of tha Azt and this sequlation lrave bews complied
with,

1G; The Chisf Exesulive Ciloor shal —

i3] k=ep a separate cegisicr le sach of e celegores of icenseas contomplatad e
sation 2200146 af the Aot and

i entor the lisarce numner, fe pane oF e censee and his ar Far phyacal &
paztzl addrzgses, 0 Lthe suisic: conlermplatod in parag \ph Ga)

(B)  Monvithakznding the parac of validity af the keence, the censee must oay tHa
prescrioed arnaed fee for cantinged registration.

T A boder of a licence in terms of sdbecguatiza (1) shell suomt o the Shisf
Exartwa CRhiacr an aopisstor, on a Forr obtairgale for the Autaonity, accompanied by
the arescrbed fes, in coder bt ameno any of tre Tellpwing detai ¢ of the lioenca:

(al  Wame of the lirence: aokler,

) espursibls pharnaciss

i) sawral persenar ferme of subregulalion (215
il sita acdress,

|;F::| activities armidod Tor by tha lleanss; ar

i he medicines or Seredulad sebbianues oo mam faciured, imasrad, skparted
ar distribirrd And Aol

(i Following a0 appication referred o ir subreguiation (7] the Authorfty may issue
a neew hoence, Frovided Lhat -

fa)  the Aumarity iz satsfied Shat the apphcaben comples willh govisios of
subragulatina (1) or any ather ponditinrs detenainad Dy e Aty

{1 &ineE—
il tha orlginal licencs is retumed to the Authorsity; or

{iv ~ anafdovt s submittad wota Alchority stefng that the originzl
licenze has pesr I0st IF this 15 tho 2ase; 20d

(i e appliceba icence fag 5 padd
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(53 An enplicant shall roilfy U Shier Executive Cffcar in wnling of ary change ta
any of ie particu‘ars furnised in he apphcation cunlampatee in sabragusation (13 wln 30
days wl sush change. ’

{10y Any 2ty into the raqesten m le'ms of suorequiaton (5) which 2 poved ‘o the
sdlisfactan of a Avtaorly [e have been mede in emer or hrodagh wisrapragenatior or in
simumake 1oes rod Authonaad by the Act, may be removad from e register

(11} A parcar ir raspecs o WNOSS Sflry 4 ‘emcval 9 cantemalateo ie subrgulation
£ hag baen made shell be notified =f such ramoval and any licence issued in respeel of this
reguiaticn shall a desmed o be carce lcd 25 from the data on which rotice has so been
fhvan.

12y The Directar-Cengial oF Ch.o! Exscutive Officar, 53 the sase may bo may maks
known o tre public Suy infoomation e perving o s suspansion or mevossdon of any
licence =ermed e thig regulatien in @ manrer whick he or she thinks fi

PERIOD OF WVALIDITY AND REMEWAL OF LICENCGE ISSUED IN TERMS OF
REGULATIONS ZZ AND 23

24, v Alicernce igsuad ) leims of section 228013 a) of the At shall, poovdsd Wil the
holde- pays the snplicable annual fee, rem@in valid oolil it s suspanded or reenked by the
Ditachby -Sene-d n terms of sestinn 72F of the Aot

21 A leshze BEsued o enmz of sectan 220010 of the Act and efermed 1o -
regiletion 7 shall, proviced L. Lm wlder pays he applicatliz aanus. fer be vald for g
perad of fiva yrara “rom the date oF iS50,

% & icence refarred to nosubregulation (1) or subresy ation 23 sehich bag wegice
Ay 28 rarswen] upor apolication b the &athorigy.

4] Aan applicetion refered o in sabreguation i3 shall--

jal  coniz n at least the infremation or documentstion sefierred R regulation 2202
Cr 1201 ey,

(k1 be occomponicd by o foo prosetbed In torvs of saclion 25(1) i) of the Aot
a1d

{71 he made at least 120 days belose Lhe axpiry of Lhe wadstng Tsence.
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(5) A dicece refeoed toin s breguolation 1) o subiznuiation [2) whick bas beeq
ravaked i wme of seclion 22E of g Acl mosl b etangd by e liconssee o the Directar-
Gatiaral or the Autaody, as Lhe case ray ba. wilhaul delay.

EXEMPTICN IN TERMS OF SECTION 22H

2Z. (1 A wknasaler desiving oy mediciees fror ancther wholesaisr shall apply o
the Cirector-General 7ar an exarption refaimed to i secticn 22Hi3) of ha Act

i An applicedion refersed 1 i subrequlation (1) shall contalr at least e Tollowing
infomation:

(a0 Mame ard eddress {both prysical ard pasizal) of 2ophcant;
by narme of the diosgated porsos,

[l the neme and g.uratity of the mecicines 1 e bought.

i EDURCE a7 SUpEy; And

Al

et Lhe redsan for sourciog U edicie o anelhsy wholesalo.

13:  Tha Direcor<Cenaral may aren: en exempt or: referred ta in suoregulatior i
Presadad thas such asempbon is limitse tor a =pecit © pariod of tima &= may be detamcined by
the Dircoton-Gocea: and--

La) it @ antsadad W oampneee the avalzil by ol @y eed iz, Sichredu e subeslEnc,
medical davics ar YT and

by is in jha public intarest.

PERMITS AND ALUTHORISATION IN TERMS OF SECTION 22A

26 (1 (a) An =pplicaton for & parmit contenpiated in s PERGadi of e At by
= medical practiticne for the use of 2 Scheddle T o § sudsiance “or the
bremToent o prevenion af & medical coadnor n s particear aafent ahall
corain st sast the fallowing e mansa

11 Mt and address (bail ahyaizal and postalt af the racica ) practiticas:)
i) identifration numasr o7 the medical praclilicne:,

(il registration rurbar of the medical arastiticne: with stautory  salth
ooLnci;

() qualfesions of the medical paclloner:
(i cortact detais of the medical practitoner including the—
jags)  rtelephnne number; £nd

(BBl faczwmile qu mb=ar or email acdrass.
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io)

1E)

W

i

(7

fvil  purpoae far waich the application |s medc;
fvii)  the rante and physcal wddices G0 ho oelonl, dagnosis, dossge and
perod of testment; 2nod

{wiii the place wihers amd the manacr in whics the sehcdulzd subeances shall
be stored safaly.

The Direchor General may issie o penrit refermed to.n subroguelatan (1} onby
eftar congudation with fhe Auwharity.

A parmil rafeed o in subieguigdion () may not be iEsean i tae Diracior
Boreral 15 of 1ho opition Hiest the app izart .= not capshle af keeping or sineing
the: £ bstanea in @ mannar =0 a5 o pravert the loss or diversion thereof,

‘@) an gpplization far 3 pemmit centemplated e rection ZAAETAN0 OF ha Ac Dy
4 websrinesian for the use of 3 Schedule 7 or Schacuie B substance for the
treatment ar pravantion ol = madical condilion in a paricue: aeimal shall cortain
at l=ast s Tolleaing Infonmaticn:

vl Marme and sddsess (oot physicol sed postall of Une vele i,
(i idantificatiaon runsher of the weterin ars-,

(i} regiatration number of the vaterinaran with the statutony GoUnGci;
vl yuialificeions of L welaingsian,

Ry contact detalls of the veter narian including the—

(aa) selaphane aumbe: anc
iy faosimiz numbesor email addreas:
y i) purpcsa far wiich he applicatizn is m=de;

Sl the nmme and add-ess of tha cwner of tha animal, d-agneosis, desaca snd
parad af t-eatment; and

fiiiy Lhe place whars &20 e manrer nosench the scheduled subsiances
shall b shored sabely.

The Direrkar-3erers may isRue 3 permit refermed cin paragraph (&) unly afis
ocansultatie with the Authority.

A peni ralensd e n paragrapk (&) may not be isaved i the Directer-Gerers. is
of the oginion that te soplicat i net capasle of <eeping or shoring the
sULEENSe I & Manne 5o as to prevart the loss ar diversion thereal,

‘g1 &0 application far 3 pesnit contaeplated iroseclin E2Amald of ke Acl by
an analvs. or feseascher deeilrd (o ke prowided with A Srhedule 7 or Schedicle &
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ib]

A

(e

i

sunslance bx e popozes of edusation, analvsis ar sasearch. shali contzie at
lesdsl e following irfornadon-
{i} Mame and addroes (both physlcal 2449 paste?) of snalyet or reseancer;
it iceatfication aumiben ol eialyst or roseacoes;
fiy  name ard zddress of maoloyar
() gualficaiiona of the analyst or researcnsy;
(vi  cortant detaila of the analyst of regezncher ircluding tha:
(23 tzlephene number; and )
ibh:  facsimile qumber o eival address,
fwit  particulars of she intended education, aalysls ar ‘assarch prsach
(vt mddress atwhich the education, analyss of esearch will be underaken
it wslinslad durativn of projes! or achivityg
Gt toER! gquantity ol 2cheduled substancass ta ba kep: in siock per arnum:
by RN 07 KUNPY; ANG

el he place woere and the manner nowhich ke sghedl |80 substances ghi.f
ke storod cakaly.

The Cirector-Gensral may ssue a pemiit r2femed ta it saragrap |3 anly ailer
conzuliation with the Atthonty

A permit refiered to is parzgraph (a} may not be issued f e Rirector-GEeneral i
of the ooinicn that the apphoart & rot capable ° keesing ar stonag e
subslanoe in & meEner 5o as to pravent the oz ordosarsiar ineecf.

&n application for a penrit confempleed in section F2AMEN of the Ao ic

ImEnutacklig any S;Ilﬂf.:l =i Schacue b oor Sciesiule & subsEnoe shail cantain ab least the
fallcrmd iy - nfcemation:

ral
i)

same a1d sderess {both phyeical #1d pestal] of “he appigant;
nare and rsgistraticn nemier of e resparsitia pharmacis,

a cartifiad copy 3F the rriarUfast i oo SEucd by “he Adthonty in torms cf
eachen Z200 1],

cartet detalls of the appilcaat Inclaaing the-

(il telephnne nimnber, o

rii) facsimile nu-nber or e ail addrass,

adcress at wheh manuiasluring is ts ba vnuestaken. acd

netirnatod quantisy of anecifiod Schedule 5 ar Schedile § substance that will ae
rarufactured.
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i@ An applics®an far B pamit contenpated - saclion 22A0E) &) of the Aot o
manufacture, usa or supply 8 Schedule b o Sohadele 3 seosiance for otner than
medic nal purpases shell oontaen o7 leask tne followlny infarmaton—

F-_
h
-

i rame and adoress fhath physical anc sesil) of apolicant,
ol cofilact data.ls of the applicant. inzlucling the:
151 t&kaplione N moer; ang
bl  facsimile number or ke | ackdress
(1) naune anc address of contast person,
[} dentificetion numbesr of contasl pe s,
(W] qualificatiors oF the contact perso:
v conlact datails a7 the contant pe=ra, including the—
fasl  teledhore numbe, and
(he)  feosimile number or emal addrasz; and

Ll parpase far weick che applicetinn iz made.

(7] The Director-Ceneral may ssue a aemit retesod to in paragrapn {a; anly after
consatadon v th the AuiaeTity,

B (=) An applcation for o oot conlemplstod inossclion 2287 of the A
shalleonizin =t eest -he faligwing information;

! Marne ard sdeess (bath physical and pratall of appllcant
[ii’ conkaEct desails of e applcanl, ircieding ha—
ra1  telephare rumber ard
vhel farsimile norsher g email addéreas:
[iii - nams and address 97 sarkac person
[iv] iclantifization rumber of contact parsan,
[w] gualificetionz af tne contact persan;
i} cantsct dessils of tha cartact persed, inclusing the—
vl telephore rursber, ard
‘o) facsimile number g 2mail 2ddreay;
P} S0LIMCE 07 SO Y, anc

NiTH e pave whag 2o e dogoren nowlkich Le scheduled =cbhsiznoas
shall xe stoscd sabey.
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(b

{7}

o
T )

ik

£ permic refzred ta in paragreph (s may not be issead if the Direcior-Creers 15
of e opeion Ll e appicart s ool capable of keeping or staring the
auhstance In 2 manher 5o 3% Lo peevent tha lvsx or dvession thereof,

{a} Ar applicaion ‘o & pernit contempleted in sretion 224 18) nf the Act shall
contain 2t eeet the fallowing information:

L, MarzE pnd address {bath physical ang nostal) of applizart;
[} ‘dentificaticn numbear of apalicant;
[IF] faTs and addraes gf empavern

[iw] quzlifications o the appl cant;

il proof of regstasion win the relsvant stafutory qealth council,
applicablz

vl contect duliils of the applizart iqcluding he-
faa) felephare num her and
i) tacsitmika nurmbar ar email sddrees;
fiiiy moures of suaphy; 2nd

i the place where oad the manrer in which the schoduled subetances
ghall be storeg safely,

M el refsred a1 frara agh Cak may ik b msusd | 2e Dlnsclor-Sansgral e
af the opinicn ®ar the applzart s eot copakle 27 koening or gtaring the
eubslsnoes in B mEner 5o s to prevent the loez or dversior inerecf.

A, |3E-'I'IT.I[ wefemed o o fhis E-.IE:I"EQU.EI[IDI'I imay he withelraer, reyored of
auzpendrd By the Mirectar-Generzl if -ha pemon BRNec wth =uch A nemt fATR
- comaly wilk the conciticns o requirements for issuing the germit.

& aaplicatiar for &n authorisation conlermnplaled @0 secion 2280100 o e Al

shal! cont=in &t laast Ba Folkawing inirmalio:

e
it
ic)
i |

i H‘_:

l:”

Nase ane address (bach phiscn ane pestal} of medical practiioner
ideanlihoation nunber ol the meslics| prachitioner:

regis:ration nJmaer of t1e medics! practiticner with metolory aealh counclk,
Aua-tfizations of tha mad cal praclivonar,

curtlac dalaig of U nedial prestor e nohiding tne—

lit telephone nuwmber; and

fii} facsimile numbser or oork | addross,

suipase fer which tha apphcaton 1 mace and
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7% lhu place where =ad the manrer in which e schedded substansas shall f2
atared sahaly.

(9 Any pe hokde w operson sefemed fo in this reqiestion may oe svbect o
~gautar iaspections of -he premlse: or praclics in terms f section 8 of T AL

IMPORTATION OR EXPORTATICN OF SFECIFIER SCHEDULE 5, SCHEDULE 4§,
SCHEDULE T OR SCHEDULE 8 SUBSTANCES

27. ) An applicatic: for & perm t confernpEated inosaction 226(1 %) of the Act shal’
rartain at lesat e ‘ollowing infarrnation:

@ Mame ard address [both physical ard pos2l) of tho applicant,
By  nmame aqd reqslicion nunkar of the responaihle pharmacist;
il a cedified cooy of the linence isucd by e Auhority;
idi sontact detaie of o applicant inddodirg the—

fi] talephone number; @90

ol facsiraile qumber o email address;
e adongss al wheoh such medcines will be atoad;

ift  estmeted guartty o specilisy Sceeduls 5, Szhedule 6, Schod.ale 7 or Sanedule
B sabatmnee fhat el be Impartad o seocrted; and

(gi  purpose tor sLeh i portation or gxacitasion.

21 Tha applicen ahall submlt, witr the 2oplication, e certified copy of the perrn tor
exprbadion issued by the country from whick. 13 subskence is to De axparied

INFORMATIOR TO BE FURNISHED ANNUALLY TQ CHIEF EXECUTIVE CFFICER

3, M) The holder of o pensit FereTed B In regalation 27 shak ‘umsh. annually, = the
Chief Executive Officer, the foilzvang inforratcn:

sa' The guentity nf e sukatanes, ms & rew matedal or &8s confeined ino=
prapartion. which wwas helc 1 stock an 1 January of t9€ prececing calendar
W,

{b]  :he gueniiy oF such substarcs azquired during e proccding calanaar vear by—

i) imanratinn of th2 sohstarce =9 A8 rew matedal or 23 conlained in @
areparation,

] oca! producdon of tha rawr material; 2od
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iy Iooe. paurchasing of the vy maledal in whizsh cese the qamo of
sUpplier must alsc e lufmshed,

(&) e guamity of suc substanca. as & raw mmens' or as conlained in =
preparatior, which wos dispusoc of during e praeeding  yean trough
exportAlian or sthes means;

(v the quentity =f suzh subeiance used duing the preceding caendar year n “ha
pragucdon of any ather Schecule © or Schedue 7 subsance o @ spocified
substarca referred tain 2ection 220, 12 axli and U0 of -he &0 ard

tey  tne guanfity of such subslaress ard preparations soatatnieg sUch sJbstnces
remeining i *tock 07 31 Dacarrbes of the precacing vear

21 The intormafion ~sfemed to in subneyalabze (1) shall compy with the fakowAng
=AM TN

(a1 Quantboes shall be expressad in MEFo units of 45 0 parconiEge of he relpvant
kL bsance;

ik tho case of apium and any preparalions cunleiring apium, quentiies must be
expressed in le-ms of opiam contening 10 per cent of anbydrous morphine:

‘c)  preparations not abptaed dasely from opiom but from a mistanz of oplem
dlzaloids st be arpresaad 0 terms 2f morphire

odl  guantites of cacs-leaves must be exprassed in benng of coua-leaves confmining
0,59 percenl of cocmne, andg

i) whee stocks &oe Aed of manuiacluie (z2s beren uadarnken on Bxkalf of arehar
parsnm, chis fact st o Indicalae.

AUTHORISATION OF SALE OF AN UMREGISTERED MEDICIME FOFR CERTAIN
PURFOZES

28, "1 Sumjest o the provision of infoimablion. requirarmarts and coodtizns as
detarciined by the Aultority, a person desiing o sstl an umegisleed medicne subject o
iegistration in femms af saction 14 nfthe Act for aorposes otner than a clinlzai Tial, sha apply
o Ll Actimeity, on an application farm chtainable fon tne office of the Chiad Evecitns
Oticer, for aulho s=lion i lEres of saction 2% of the Act to szl suck a medicne.

21 An apnieation refemad tooin aubrequleton (1) meuat os arromaanled by te
prescribed fee and must contain &t least the felaweng infomation— :

(g0 duly compéatond appication forrre,

bt procucs oreshure conlaning elevant chormeal, pliaraceulical.  pre-clinical
prarmrenloncal ang towicological data and where appricatle, Fomen o animal
oharmeealogical anc cinical cala with the medlicke conoer: e,

igh  winessad Inomed consent oocument, wWherns apaloakl
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f4:  detaile of registraticn or pencing egisiraliun of the macizing with any otoce
raEgLaTmy dutacicy, f reailahle;

(g) wwdancs afF compliance of the wawfacluer of ter medicine with Gooo
anufectaning Prectize stanoards 25 desermined By tha Aatharity;

(]  reasans why 0 Scuth Afican regisaned maoicine cannal be used: and

oy any edher iformnatise as may be aquira<d by the Authordy

i3y The oersga under whoss supsrvision tne uaregistered medsing ar subestarce is
prtecsibac shsil submi 2 the Adathority

(Al any adwerse even repor;

(a1 prograss reports aiter every sik monthe from ths date clhowing commencene il
ot e usa of the unregisiered madicing, and

el pregresa rencrd 3G oaAys afer the conpetion or entnskst of ba uza of the
rnadizina.

i Tha futhoriy may- -
(aj  impose ary additional sonties;
(b request addiional informaton;

e ampec? e site whers the nnregiztered medicne s menufactuesd, stared oe
adimir isbered; or

' wkaneow o sirharisation o oreed the patiant or anima:,

it tha Auttodity is of the episicn thal e sulely of woy pabenl s animai is oo promis2e, that
i sciontilic reasans fof acminiatering e unregistered megicing Have charmged or far ary
ather regsan as Jetermirae by the Authority.

(51 A mediciaz referned 1o in subregulation {1 snell be oropery lakalled and the
packace shall sJaficlently inastify #a infomraRtion as per the prowvisiona of reou-ation 120591601

CONDUCT OF CLINICAL TRIALS FOR HUMANS AND ANIMALS

30, (1) A person desiing to qcigte or ceaduct A cinizal sl 2ol apply onoan
apalication form obieinsbiz fraw e office of the Chief Exacutive Dfficer 1o the Adacnty tor
altharnsauon Lo concduct such & dinical tial.

2% An apnheation for a citlca) al gha, be accompanied by o orescribed fee and
contain at leas? the following imformetan:

1al  Clinicalral priotace|;

(b1 investgrtars brorhare conisinng relavant chercal, phanacol’lical, pra-slirice
phamracelzgical and exizslogicas data and where applicable humar ar aninz
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i)

s
Al
i)

h

|:_. i

il

i3]

prarmaceogizal and galaly and efcany olirical data about the madicira
Curue nad;

arofagsional infomaticn pokirdng to Al registere:d medicines used in e Lig o
‘he irtaraafianat aquivalent thereaf if tns medicines: are not rrgisterad I South
Atrice;

the detailz of the “wegtigators whe will be responsible far fa mi‘ea where the thal
15 [ e condoctae and. in caon 2ase, who 3hzll be -

(il an app-opriatzly Gualiied and sompetent perzon;

i} reqgiztered with neE relevant statutory heallt council, vk applicakie; ard
(i) res'dent in sha Repuhiis;

Cwedculon Yilae of al nvestigatorz 2tiputaled in fierma of paragraph (o
pract of curent training in Gead Clirct) Practice of all investigators;

i ther z3ze o trigla Involving huran paricioarnlks, oos? of current relzvan end
aparapy iate—

[ sturdy ngurance fo- all patipants undertakar by the applcont ofarmred o
in subreguliation |1 and

(it arcfeasional indemneib insLrence for iryesioales,
details of he sitefs] whers the t1al s 1o be conduotad,

aqred declarstan by she spplicenl efzred 0 0 suorequlation (°) and &t
nvestgatars of the tigl that they are farsliar with and anclestand ha potoco
and will scomply with Geod Clnical Praclice 2 detarmined By the Aetaorky i the
condiugt of the Lial;

parteipant information fomn and infuined consert docuneents nothe eose of
[~urrsan righs ar pwner censent danemncnt n the: sase of animal thals;

soprowval of tha clinieszl rial by—

[ any health sasearch ethics ccmmites redisiersd wih ts Malicnal Health
Rasearch Etrics Courcil i ks af T Mational Easich A, 50032 (A0 Mo,
E1 of 203); ar

i in tha casa of resean:t on anfmals, 41 Anenel Enics Cammitae, whah
rust corfory to SANS 10386 2008; and

érﬂj ather irfarmadon 22 may b reguirae by the Authony.

In tha cose of an applicaticn fo- 8 oliricel frial in respect of 2 regigtered madizine,

3 registerad indication o ‘egisteied dosage ragimen of & rsqistesd] mnedicne o subslEnce,
subreguiasion (2% siall aopy o L infsnnalior coctained e -ne apolicatizn: Pravided that i
sha | ba saffziznt tn canfain o the applicalian Fara particulars raferred to in suanegulsbo (2]
(Al fo (e (R (R0 [ (&) ard i,

(4]

Clinisal irals ska | he monductad in aceardarce witt guidalines for gasd chmcal

practice &% may 2o detenr ined by 1z 2uskariby menn Lier s Lo lime.
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i)

Mo persor may conduct clinical mals refarea ‘oin sebeegulation (1) wiiaous e

dulrisatian of the Auidority.

i)

Tha pergcn guthiged By Lha Auoihaority 2 concuet e climical maf referred 0 6o

subrcgulalion (1) shall s kmi—

)

{ay

progress epodbs 1o s suiaerity every sis months from the dale of approwval of
211 applicaton and 30 days afta- the carphaticon o° lereination of the clineal mal;

8 deveopment safety updots reaort annually and the hinal sofcty reporl 20 days
after the completion orterminadion of the clinizal i, and

asiral s'udy repar within 18 days o lhe corpleticn o temanalich 21 e olizical
trial

The pracipal investigatar snoll e the sulhoily 2f ay—
suspacted sdverse everts; or

=alsly crmnens

nlaleling as & 1esdlt of the use of any medicina during e conduc: of g ciinical inal.

i

A porzon deswmg Wosmend the protace of 3 clinieod T oreferred toin

suanequlation (17 shall aoply 2 the Aulhonty togeter witn e prascrnbed fer for the
evaluatian and authensatizn related 1 such amandnent

15}

Medicines robaned @20 subreguiasion 1) shall be pronecly abeilec anc the

package shall sufficestly Elenlify the—

Fmgt
B2

(ot

e
(]
(i
(9]
(k]

(3
ia)

clirsical frizd o pe can-icd 20,
Fricd KZinies 2 10 e Jsech

I

participan: nuraber to wharn the medicine is to ba aumbalstaves o m e cass o
znircals te raTme of the persar urder whose supeivision T iz @ Le
seliministered;

:ame Fnd address af the site whars s clinical izl is conducted;

tha direztians in regard b e nasner in szt suck medicice sinculd be Jsed;
dowe of digpunising

rafCcrEiee numbon and

any ules Infoanatizn 36 may ke required by e Aullionty
The Authority maw

raguest additionzl I raauon”

iespacl g clirical wial site; ar
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(=r wittdrawe ke swcharization e conduct & ekineal bial,

It thes Author®y s of the apin on that the sataty et tha padtcpante of tre Wal mey b
sorapram ssd ar shat the =scientfic reasens {2r conduct ng the tral bave chenged or £
the intzanty of the d2ta is eemprmmined

OBTAINING FAIN CONTROL MEDICINES BY REGISTERED MIDWIVES

M, it Any persc registered in e calugory, midwifie in tarns of tee Nurging Act, 2005
{act Na. 33 of 20051, provid ng irbs-patum care in accordanse with the raelevant scope of
prectics whe wishas to puchase, asquire on keep for admiriststion o paiients Schedule 5 or
Schedule & medizines for inte-pafem cans I accordarce with the latest version o lha
Standard Treabmort Guideines’essenial Madicines Lisl z=s appraved by ihe watlopal
Essartal Madicings Lisl Corrmitae snall apply inwrting 10 the Girestor-Ceneral 7 8 pemait.

(21 An appirAion refersc b R subregalaticn {1} shall 2ontas &t 1085 he Tollowiay
‘ncrmalio:
1M Tko name of the spplicant fegether vt pracf of cusren: racistratiar wth e
wauth Adnican kursing Coonoil;

B the powsioal acdesss of e premsas whers in o Faonr atizh B omadesleny
RECViTES ane renderad

{21 the ratire of Bl PR IRWITDny SeRGGs @ be SPETE;

fh o list ol ceaditizrs, insloding the raleant ciaanastic 2aies tral wil be msrnaged
ard far which aooess o Schodie B or Schedile & macinings is caguinesd om
diagncsts cods; aind

=] e naree and srengch of evesry Schecuts boor Sehedule b medisno e red

3] The Dwrector-SSencral may, Jpon receipt of sush spplicetion and afer naking
guch ‘noguites &3 ke or she oy deern rocossgry, issuc @ oermic avtherising the
spplicent 'n purckase, Acguee Keep or adrainister the requested Schedule 5 oar
Sahedule G medicnes,

(4 T pormit shall be issuoac e form as delarined by the TErertar-Deners]

fS1 A permit refemsc oo subredllzbon () skarl oe iEseed subject to the following

carditiars:

‘a)  Thabckler of 8 penmit issued in temms of sul-magulalos 4] s @l kewo o 1egisie
of medicines ¥ant in & form an determ ned oy e Althodty, I welch shai. be
arilared ot ‘wast b2 fodowing particulars:

fli  Schedule numbar
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fiy  rar ol medcine; and
[y sbrengls,

fa] e obarmacist suppying the Schadulz 5 or Schedule & medicines niay not
aJpply & quanbly more lhan thet sequired far 30 deya ane! shall entes L
follewing particulz s I a meglsec kept oy the enidvifa:

] Dwmz of zupaly

(i1 swmber ot parmit;

(ny  guaniy =f medzing suppied;

{%] name Bnd =doress af oharmacy and
il the pharmacsf s signaturs;

(e} Iha mgwife shall sign in the prescence of & pharmaaist for reneiot o7 the Sched. le
& aF Sehodula § mad cines; and

(& the michvi'e shall geler ha [ilowing particl s s in e rea stor atter adminisiation
of the Scheci'e & or Zchedule G medicines:

[i Calz wnd time of adviniztrodion
ik nars a1d address of patieal;
iy quantly adminisieed;

W] Tull & grai e,

(vl gog ifisations,

ovl]  roason for administretion; ang

il e ralance on hand.

(&1 Tke holdor of 9 poenmit sbal ke parsonzlly responaiole for <eeping 21 Tedicings
purchazed or acquirse n eTms of @ Jefmit i sats-Kaap ng.

(71 The nzker of a permit shall at all tnes, at the mquesr of any persan duly
awhcrlsce by the Director-Ceneral for purpozes of ingpection, oroduce the sad permi,
ragistar and quantity of Scheduls § or Schadule 5 med cings in hig or he possess«ar,

@ Tha Clrectar-Ganaral may et ary sime, oy refice o rhe applicart zence! ar
W thdraws e parmik

‘0r On recept of natifeatior of cancall=fon or withdrmeal, e anider of 1o porme
shall eeluin Fie panrnit and sha ragister to the Diractor-Geners” together with prea” that amy
Sofeddle S or Zchoeduls 6 medices: 500 0 e possession has bean manded over 10 8
pra‘masist far destinistion in aosordance with regulsticn 44,

(=07 Tihe Dhrector-Seneral shall kesp a negister ol ol penribs seud b I il v
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(1Y A praomil imeoed i beres of thiss reguisiion shall be ealid fas e geniod of ta yoars
arl may be reewec.

(12} A permil shall cenlain wl kesl b ol owing informatizn:
a3y Perwit numbear;

b the newe, qaalficationz and official desigraton af the avtrarised oficial wha
isELued guch & permit. in an irstancs whare e Directar-Ganzaral hes delegates
tam poweer iz izaue 2ach & pennil,

(z) chenome and oddroes of 2 mldw fa;
il e condilions Ll ey b beateo; and

(2] the Schedi'e »or Schedule d med cings thel reay ba parchased. and the -
shienoth, and dosage form.

ACQUISITION AND LSE OF MEDICINES BY MASTERS OF SHIPS AND OFFICERS 1N
CHARGE OF ANY AIRCRAFT

3. A rnedal pract tarser mey, nolw fistarding these Requilatinss, an 1ae wiiten request
of & feeraon in ckasge of or the master of 2 sh'o or the officer ir chargs of an awcran
euiharse e purchass, asguisiiicn, keeping o s of 3 Schedule 1, Sched ule 1. Schedule 2
Schedule 3, Schedule 4, Srhedale & or Seaaduis G suostarce Proviced thst e gquantisy
shall be sezscneble and on condition that suck medicine 15 Intendac @l o Smarecy
medizinal ug< o bioaed] such ship e gioall

FARTICULARS WHICH MUST APFEAR OH PREBCRIPTION FOR MEDICINE

33. (1] Fwery prescription fom & med cine shall be—
i@ writter n legible prin:
W el or Lypownitlen, w

C) onepaned with an electronc agerl 45 calinad by and o compliznos wilh, s
Flreetrenls Communicadona and Trangsctions Al 2002 (Act Moo 25 of 2002).

(21 A prascripiion ska . be sigrac-
@) N person or

B in the case of & prescripdion premared it ackardance with susregulatar (1)),
wilm RN advarcAc slRciTonic signature AR pAr RRGAon 13 of the Flacon o
Comiruaicataons and Trensactions Act 2002 Azt Mo, 25 of 2002)

by an Adthon=ad Ancscnice:.

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




94 No. 41064 GOVERNMENT GAZETTE, 25 AUGUST 2017

(31 A phagcriplion shall al masl sialke Lhe folloawing.

(gl The rame, qualthcabicn. ssmskration numbsr win te ralevart atatatory aealth
coungil 310 address oF the peso b,

[B:  the name, idzetificzton numbar snc adodess ol—
(iv  tha patient;
[iy  ivthecese of @ prescrption for @ neonate, 4 parent orgaard:an, or

Gdiiy inthe case of @ prescription issucd by o woloeinarar, the parsan ta whem
the medicine or scheduled substance il bo sold;

iy chadate ofizzue of e prescrslian,

ic)  the aoproved pame o t9g araprietery name af the redicing;

(&1 Uhe doszow foon,

1] the strength af the desage o ard the quantity of the madizing ¢ be supalied.

Frovided that—

M I ihe coss of 9 Schedwo B substancs tha guantity o be supplis:d 312f La
expresge] it Toures s well ag in words, and

fii;  wnera the prescriber has failec o express e quantiny i fisbses as wakl 2g
iri wuds, e ahamacist dispensing the recodicire may. attor obiining
cenlrnation fom the prescribar. ‘n=er the wordd or Joures tral nave
b v ithad;

(9] o&tnectinss far the adrinistratizn of te dosags. (requency of administretion ano
*he wilrd-awal pericd it the sase o veienaary medanes [ oo producing
e e

(k1 the age and gender af the patieat and, 0 the casa of valeinary medic.ne, 196
gnirral specise; and

HH the numbar of firss the prarcripticn may he repeate],

{9y Tre phamacist wic disponscs 0 proscrptior shall vedfy tha avikanticity of all
prescrptions so dispensed

{5y In the eveni of @ prescription rarsmitied electronically by means othar than an
glectanic agert in werm3 of subrequiatior 1. by fax or communizated verbally a peananent
copy of ha praacriptian ana’| ke made for resorgd punpoes

{8y A verbal prescription 2a0ll be fallowed by the slgnod proscriptan as por
gL bregulation 121 within ¢ working days fror tis conmunigaien

7} The pesaibar shall keep ecords of the disgnosiz relevant to the arescoptinn
AR wher thi patlen: congonds, indieaks the dizgnosis or the ralevant diagnostic sede on the
preacripiion.
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PARTICGULARE WHICH MUST APFEAR OH ORDER FOR MEDICINE QR SCHEDLULED
SUBZTANCE

ad,

Ay Ewciy cider fo a madicine or schedniec sabstance shall be—
cal  aiiden in f2yikle prirt;
tb)  and or bypewritten: cr

ity prepsred with an electronc sgen: @5 delicad by and in complianee with e
Elecironic Sommanaeations ond Tonsoctons act, 2002 (Act Mo, 25 of Z002),

(21 Anorder i 2 medicne or sohadulae subslznca ghal or signad
{07 Inporsas; ar

dEhintve ase of an wider prapered in accordanea with aabrecuation (1;{c) witan
acvannrd elecironic slgnatura ws per the  Eiectronic Cormunicatioas sod
Transzctiore &c, (Aot Mo, 2 of 2002,

by the pharmacisl. phaimeeist's aszistant aractisirg in accantarcss with e scopa of
practcs prescribped in tarms of e Pharmacy Act or authorised prossribor

placirg Lhea odar.

Ao arder for @ medlel e or sehanuled subeiance shall 21 least state 2 Wedseing:

5] Tha rave gualificetan regisation rueber @i s staturory baalth caunnll A
slghature o7 ar suthonsed persan placing the onde::

By s dabs of issus of the order,

ig)  tie appraved nara: OF the peopristary neme of the medicing or sched.led
substarse

idy  the posage form;

‘gl tne stengih of the dosege foim and the quantity of tis medicas ta oe supplied:
Pravided that, ir the cose of Schodule & substasces, —

i ihe cuantily ko be suppled shall be exprassed in IGUAES D el s 0
wiards; ard
I wogsrs e guthorssad peesen placiayg he omer bas siled o exprasa

the quanting in figuanes a5 ol as I words, the phamaclst receiving
the geder, mazy after chiginng confrmatise fror the authorsed
parsan plazing the arder, insert the words or figares that have deen
arnittaa.

{di  Inthe case o7 @l orders, tre phamacist shall veny the avtqenticity of the arder.
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(7] In the =wenl of an arder t-aasmited electmonicaly by msans cther $ae an
elestronic agant ir terms of subregulaticn (1], oy f&x o commuon’caed varoglly, & parErsel
capy of the arder shall b= made for recom purposes and shall Be DiIcswac by ha slgied orear
as per subregulation (2% witin ¥ owoiking deys o e crigoal bansmission ar
comrurication.

PRESCRIFTION BODK OR PERMAMENT RECORD

5. [ A prescrption baok o sther permaneni record “n respec: of Gohedulbes 1, =, 3, 4,
& ard B substances shall be kept in hard copy or slectronically on g2l pramises whecse sush

substances or medicires are sold or dispensed,

21 In the cases of Schadoe 1 o medicires and sabkslanoegs sekd By any parsar olhe
e @ mangtaciues:y or wio esakir, & proscration book or othehr  ansmanc:n] s
confempleted in subrequlasion (1} shall cartain the ioflowing paricalars:

{g)  Tha pamaaf the: peossn foosabarm i weaes =ald;
L) e name znd guantty of tre sulstaace ar meckine: and

{z]  the rame of ‘he pnermagiat, shamacist intern or sharmec=t's assistent who =old
it.

(3 In the cagm of Schadule 20 3 4 nnd & medicines an substansas sole by any
persan cher than 3 menufactures gr whakzszler, the prescrption book or other cermanen;
raceid contermplated in subbeguigion (1) shall con&Ein tha Bz esing paciculzs.

fa} [ho neme: of fwe rmodicine o ssheduled Sdnslanss,
b e dale an whica e pressiatlon Was dispopsad,
121 e cosage form asd guandly of the medicine or scheduled sabstancs;
{10 the name, ertficaton mymber gnd address af—
i he patient;
8] n the case o 3 prescription fon @ eeonale, e aame, centifization
numter and addrass @ pargrtor gQuanrd s, or
Gill i the Sas% ot a presctiphnr ssued by a veterirarian, the parson o
whar the medicing ar echacuiad 2ubsiancs was sold,
el whkese apnlcable, fie name of tra medical prect Gonor, denlis, velernanan or
any ofvwes autnorised parson who ssucd the prescripbon. and
[l prescliptior refaranca numese, wirich & tae rafernk sumbaer or unique identher
aszig cd althe pomnt of clepenzing.

() The masuiasturs or seiolesalo =ball kaap ar accassiole pennarant record of
cales af Schedule 2.3 A4, 5 ane 3 raciclnes and substanz2a in the form nf nenicea thar shall
s Tl ha—
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(@] cale and anssctiar af 11 sale;

(1 rarrd of the medicine,

] rname ard address of tha purchaser:
[d: guianlities =ole;

batea mambers; and

oh pr wd 2l wlkich e mad cine wes sald

151 A prescrption oook or athar pennarant recad canlEmalslead in this regulzdsan
shall ke keol I a peicd of at least five years after the date of tha 133t @ivry mace thenzin.

REGISTER FOiR SJIFECIFIED SCHEDULE & OR SCHEQULE & MEDICINES OR
SUBSTANCES
36. (1) Any .

f@ ool e, importer. expomtar or wholesaler censad Il lerms of ssction
2200 Wh) nf the At 2ell.ag soeckhan Schedule 5 medicines or substadces of
Bcheduie B nadizives o schedsled subsls e,

(91 person oselling speciied Sthedals b medicines of subsiances, other than a
cmrunty o ngdlutongd phammacy, or 3 gescn licensed in tenms of section
2RCMWE ar

(€} parson seling Schedube § vediciras o subwstances,

Fofll keap & regisla OF such medicines or sunstanzas.

(M Th=regizter relarred Lo in subeegulation (1) shali—

el indicats the gazntity of every such wedicirs aF supstance rdmaining in sicck on
tie 'g=t day of Marck, June, Sepierber znd Dacsmbor of cacn yoar, and

by contain the followirg iwformation:
0 ha date on which -ha med-cine ar s4bstance was received ar supabed;

ii'  che name, busness address af e pereon Tom wharr 4= medicine or
wbsiznue was receved or sent anc 0 the sase of importec medicins or
subsiance, B ool perm Cowmber,

fiiv  the rame ard acdress of the pergon whs parchased e modsng of
ELDEISNLE;

{iv]  the guarlty, inwosds and figu s, of such meding er substanca indicated

rer dasage unit, 1355 or walame,

1 in 1= case of the senply of e nEicing or gukstancg on presciplion, e
narne and acdr2es af the sutharsed pescribar unkess suck pooscptian
was zsued at a mespital ¢ owhich case the mame of the aathonzano
prasurber must ba rececded;
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(i the cAss of e maoulaclnsn, e gasiolily ol e medicive ar substarce
masufasturcs or uzad during tae rngnufacturing prozoezs, and

(it any ole ocormalico ag may beoegeied By iba Sacharitye

t31 1ha regisisr reterrad to in zubregu ation (1) shall be kept for a penac of fve
years afen e dule of e asoaby made toein,

4] In 9 case whore the registar 15 keot elschroncally, a printeat shall he mads
menilly, caied signed ood Nk,

(5] MHecods rust be stored in ar orearly mannar so thst they zan be aocessed
aasily

RETURMS T BE FURNISHED IN RESPELT OF SPECIFIED SCHEDLLE 5 SCHEDLULE
f, SCHEDULE ¥ OR SCHEDULE B SUBSTANGES

3T, Ar Mo parsa may Inpoil, sxpoil, sell by whogszsle, poducs, manufacture o ose
in tha manufachrer of aey P2eIcng o8 sLBEANcE, sy sabskarse eferac fooin aection
22123 of the Aot unless the Authorty is supobed wid o veum on or belevs 28 Fabruary of
each vasr, reflecting the fallewing irfarnobon:

iat  The quaridy of such substance, a3 a raw materel o as contaired in @
praparaiion, whizh wss hald in stack on 1 .January of the precading calendsr
BTN

iy the guantty of such suksianes aceui-ed duing the praced ng ealendar yvoear by
B imporiatiaor, @s a raw mateial or coodainesd in a prepaalion
i1 orodustion =f the raw malerial in fhe Repob i) and

(1 puichasing ot the raw materlal n the Republic and the name o the
suppler mus' be statec);

{ry  the quentimy of such substance, as A raw matearin or a8 confzined inoa
prenzratior, whick was disposed of durng fe afesacing  catardar year
Fhsn.g—

1) axartatico; or
it desbuction thersct
fGy  tha quantity of guck suketanea used during the preceding celendar year n—

() Y12 produstion oF ey ofber Scoedule G ar Schadule 7 substance or a
snecfind substance mfar-od to in scction 2200127 ul e el aod

i1 the preductar af aqy achar chenical subelancyg nol ingodse in Schadule d
or Schedule 7 or gpecfed in Seatoq 22512 1(6) of ha A2 anc
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(el

(23

the quantiy of suzh subztance add precaraions conaming sach sobslznoe
ramairing in $ock on 21 TJecember of the preceding vear,

Motwithslending subregulator (1], the ALtcrly may exan:p. = Cnposer or

exparier from furnishing A rehim, i the paricu'ar retom s not recossany 0 dslamminog the
cornsJmaticn of any af the substances incuded theren

KK

-

Tha reiwin referad to 'n aubequiafior (25 shail comphy weie tha olowlsg

raquraimarts

W
{0
e

i)

Ly

A guarttes shall B3 axprassed in meatric units a3 8 perceniage base of the
ressvant suastancs:

I 198 cdga o7 Apium anc any preparations contarming ooium. quartfies shall bo
epregsad o1 Baons 2 caiwm conlgicing 10% of anbiydroes mo-phine;
sraperetions ohiained not direcly from opium itgelf bt oy mising apwm a kalogs
Sall be aMpressad A REPmMS O MorpainG:

in the case of any preadratians of cocsHeavas, quantities of caca-leaves shal oe
exprassed i tenrs of sota-leaves cantaining § 3% ol Socalng, 2

wrkeng gincks are held or mancfaciure hza seen undertaksn oo behal® of anathar
applican:. 1his fag shall be indicated,

CONTROL OF MEGICINES 1K HOSRITALS

38, Thea rasponsible pharnac st shall supervisa the safaly, secarty, ourchasirg. slorege,
cormpourdirgg and Jd soensing of medicings ing baspilyl.

REPACHAGING OF MELOICIMES INTO PATIENT-READY PAGHS

34, | bia repackaairyg ot mzcicinegs shal

i)

by

[

Ny B G O fye—

a0 g pnanracies phasmocist intemn or phemracists assistant ander the
supesvision of 2 pharmasist o

i) Ary other person aulkesised in erms zaction 2504 af the Pharnacy
A

have a sakh rumbaing systen whick conming all e inforrotion lirking e
repackagad macising with 12 onginal packag g hareof; 2nd

ba caqved oulir accordancs Witk good Fanufaziuring praciice
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VIGIEANCE

40, 1) A paréoa who bas appliad fon registration of a medicine in terms of s2cticn 18 of
the Aot = nokler of a cerificate of registation ir respect of & radwine o Schadulad
sUbslarca, or & holee- 5f a licenee in serms of secton 2200100 must nfsim 192 ALtherity, in
12 marner and wwittis the lime frame as deterrined by tae Aotk ocily, of any—

[ nawr or sasing quaity, safety or effectveneas cnnnerna wlated 10 any radcine
o scheduled substace, ircludiag buk nat limited to adverse drug reschions; and

ity risk management activities assocanbed with paragraph (@),

(20 A peErson W At asphed e regstration of 5 medicne in ks of section 56 of
lhe Act, & holder of o cerdfieate of roqstatlon in respect of & redicine or Scheduloe
sibslarkra, oo g Poider of 2 licence in lemme of scotlon 320135 must e nrgin or have
access b recards of the rsports and caaa reponts efemed o 0 subreg alaticn (1) aocwa.

(21 & health zare provder, soicinaran or any ether parson shculd infor the
Aulroeity, in the nznar 2a determinad by thoe Autharity, of any—

(81 suanected rdveras dron reactions; or
iy new wn axisiing safaty, qualidy or affectiveness nnnnrrn=,

QooUrTing 38 & resull of the uga at any medicins or schaduled substance,

A Any peascn eldned Wi sobegulaiion (1) muet—

iah  whensver requesicd by the Authonity, conduct a soneise oritical Ana ysis of the
sa'ety, cuality oF efestveness of the mediing o Seledulsd substence submid
the rasults ttaraof 1o e Ancharity @ i g specified e freme;

(b} i e case whars, gFen raceipd of the rosubts referred to in paracraph (7] the
ALtherly caterm.nes that i1e medicing or Scaeduled substance may not be safe
0 usE, subrit ta te autrority, 1 roguirad o doe so—

1l ceze rapota of abl adverze events or sJaspacted ar actial adverse 47ug
rascions in respest of he m=cicine or Schedulec salstancs,

fit  wrers zpolicabis the wsage fgures of the medicines or Schadled
alharanee, an wel s pehcdic sofety opdate repetts and periormance
studies,; nd

diii;  ®ny ohhar da@ as requested by the Authonty; and

) Reep and cainla noor hewe goeass 0 oresuids o0 e advaise ewenl dala in
rognact of thor madicinges or Sehedylzg substanoos

% Subregulstans (i), () and [4 Ao apply o the case of all catggarss of
urregietered madizings solc o used which are rat eLbject to registrzticn or in terms of
merctivns 14030 14i4), 152, 21 and 36 of the Act,

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




STAATSKOERANT, 25 AUGUSTUS 2017 No. 41064

101

Eh Mothing ot tis regdlation shall be intarpreted as orohrbiding any Jersoa from

reparing any adverse dnug reacticn, sefety, qualiy ar efeclivanoss conoen ielyied o aoy

madizne of Sciedied substance fo e Acthoity.

FRICING COMMITTEE

41, {13 The pricing commitber comamuoladed in gection 225 of the Azt 2hall conaist of no
more thea sighteen membars, but shall include—

fal ane person moninatad by the Ministsr of Finansas:

rh]  ane person rorinatad by the Micister of Tizde and [nduziny,

WSl And o7 MGt pOrSIRS Spmssnting the: oparieant of Haalth:

odl  alb'east ona parson win Eackgraand in phammacology;

2] at’leastore person wth Eackgeoond in e 2w

if: at least ana parzon Wty Eackgroand in aenderic med'oal reseanch;

s b leash b porsons salh esoncmnics backgrousd one of whom must ba & health
aronarmst ard

hyarleast ona parsan representing independunl salisnl o Cengumar groudps

(2% The Comm tea shall giermine ta procsdure far the conduct af irs Dusiness,

(31 The Cormitee mey sppoint, subject to e aopecwal of the Minister,
sehoommittees as it may dosr necassany, 1 irsesigste and repert fo it any matter within ths
P view of Lne Catmmlstes in terms of the Act

(41 The Direstor-Ganeral may desicnate cmpkvess of e Departmant 2o zarva 52
the aenretanat af the Carnmilluo.

ACYERTISING OF MEDIGINES

A2, 7 Nlediencs Which cottain 8 Schedule 0 subslanos or @ suebstznce listed as
Schedule 1 may ae advarusaee e public.

i Medicnes whish contgin & substance lsed as Schedale 2 Schedile 3
Gehedule ¢ Schedule S ar Schadule G may be anvert sed—

far only M e mformation of pharmacisss. modical  peacidoners,  dertists,
velerimarians, practitlonems, and mthee authoiised prosciboers, or
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(2) 71 a publicaticn which is normally or 2rly made evailabe ropersons efared 1o in
oHranEpk (.

(3] Subraguiatizn (21 shall not be 20 conatrued A5 o prohitit infarming e pobdic of
lhe prices, oamess, pack siZes atd swengi-s of medicines which cartain a substance
appoaring i Sckheduls F Schacue 2, Schedule 4. Schedule 5 o Schisdule 6 providad 1hat nc
reference or feraroe iz mada ta the regisiered indicatizn.

(4 Ko adverisameant for & eadicing mEy conlain & stalamant which deyiates fromn,
1z b confact wit or goes beyord te evidense sabmites in ime sopdication Moo raglstraton of
such madicing with rogasd to its satety, quaity or efficacy whee such avidsnce has baan
accoped by the Authorty n sesoect of sush medicine end ircorporatad Inta the approved
prafezzaral infermabion of such nedicine.,

(=  Anadverdiaemsant far a mealcihg skal contar

(2] L propielary name of 3uch n-adicine;

(7] i the case af 3 writlen adweriserment—

-
II.I

(i}

fiin

[L!

the approved namsa and guantty of cocn acive ingredient of such
medicine in letonong kaveag man murn legibility: Trovided t7et in the cage
of a recdicing conlgimng oly one sstve ingredient, such ataring shall Ea
not ks char one half the sire of the largast lattering ussd Tor the =oid
[=rCarista vy aame,

of 4 rayislarad medicdne, T segistrston namoes &locatac o tin zims o
seschan Tt o e Atk

of a nedicira in raspact af whicn ar apolication far regiatration Fas been
sutvrittad in tarrns o- scchon 12 of the Act the reference numbar gllozated
o zuck appl cution by e Alborizsy followed by the words “Bet D016
anc

whare 4 name othor than the proaniatyry namy is @lso used sazh other
aame shad be in iestaring cne melf te slze of the lzmest tvpr sze i1 which
tac proprietery NaMe appsaans in SUCh advetisemsnt, and

(e e ease of 53—

il

al

.
fiis

yater~ary mediciae, &0 Indkation that -ha medicineg is fur walarinany uss

end

complmertary mecizing—

iag) @ statement idendfyieg e digciplite of the meaocine wheane
Tekevant;

‘bkn  &n incicst on that the macking mJas: be veed in socordsncg with Ure

applcabl: coemplementany disciol e and princptes whara relevart,
and

foul il Lms nssicke ngs not receivad regisiration wha the Aathorty tha
foalloowing disclairnen .
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"Th's unragisierac med cing has not bear avaluated] by te SAHERES for
irs quaity, srfaty arinta-ded use "

[y&]] Ik the ce=e of ar advertisement far 3 medicins which contz ns fgte then one
av.ive ingredent no specific efarenze shall b2 made to the specfc omperiers of Aary
Inclivle:wal aclive i sedient andess a efeience of this nature has B2en appraved by the
Aacliaiby o irchesizn in e paefeseicogl infornaticn of such medione.

(71 When g rroicine iz advertisad verbaly for the first time to persons conemplated
EG irn gu ledgulalion 25), weilisn infoire gsion, whizh shzll incude at least a2 infomation
Faferred to 1 requiation 11 or regulston 14, zhell sieuliznsously be given Lo tha parzon
whiar the oA advsrtisarrant is directed  and when the mredisire iz advertizad omaly on
Subsckjue it oeess 645 suek informaticn shall be svailable on reguest,

USE OF MEDICINES FOR EXHIBITION PURPOSES

43. A rnanuigcloie, npoela o weicilsssle nay osa g omedicooe ar sched led sLbsrance
ST for zxnilbdtizen frodfpaceas o B ontmeduss such nediciee or schadeied substance o
e Tasare proacdars or s oubbs Frovidaed Bal suck 237 pioes—

(al arearby meant foe such 2ekiktion or the lBunch of 3uch mesicine or achedeled

substanca; and

1] ey 1ot e hancles] oct or given oany heathzars prowice of rarmber of e
public

DESITRUCTION OF MEDIZINES OR SCHEDULED SUBSTANCES

4, (") A medicing or scheduled sabstance shall enly Be dastroyed by & waste sreatmant
facility aushorizag e gestroy medicinas or pnemacAtics waste ir tamae of the Mationg
Environsental Maragrment Wase &nt, 2008 (Aaf ko 53 n? 20058}

12] Mo medicings or schadaled subsiancas cthe- tan those as colerm-ned By tho
Atharne shall ke dispased of into municipal sawsarago systorms,

(31 THe cesiraction or dizposa of medicines ar achedulac subsmwnoes mus: b
corductad in aush a manrar o aneura that tne madicires or schadulad sdbzEnces canat boe
zalvaged and the medicing or scheduled subsinee has besr denaturad.

4] A Schedule bmedizing or Schacuy e 1, & 3 o 4 substance or medicine muat ae
clestraved alb a eite in terrw of subregu tion {1) and sucn casirucltion muost 2= cartifad a=
determined by e Autharty.
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‘5] A Schecule £ ar & subsience o- medizing shall oe dostoved Inoemrs of
gu bregulation (1) in tha presanca vi—

(@3]  aninspacior;
bl & pkarmacist; ar

(71 any other permon fuEharsas hy the Chief Executive CHico

iG] A Schedule ¥ or & substance or medicns shall be destayed n terne of
stbregelztion 1) in the preaencs nf—

(8] AN INGROeTE;
th] o pha-mesists; o

] any other person euthansed by the Shie® Execul ve Officar.

‘71 The washe reatvet faci ity shall issue & certhcaio and manke 2 ressed of the
dastnigtian contempleted in suboogulations (41 (&) and (&) whish shall conizin 132 fe lowing
irfarmztion:

ca]  tie parre of the macizing or seazelod sehatance, if krowr, or the schacuhe of
t1e madicine or scheduled substsnoe concemad;

e e manffy destnyad;
2l tne date af deshoclion al b e Sine O 2CnedUled suastaroe

% H tie parrs ond designation of the oeracn in whosa prasedcs 2uch CosPICHCR
Lok olecs; and

w&ary other irformstiar as detarmired by the Authorsity.

SHILLS OF STAFF OF AUTHORITY

45 10 For puiposes of providing montonng, ovaluaton  TeoulEtion,  investgatior,
inzpooton, roistialion ad sontral of medicnes, Schasuwed substances, medizal d=vicea end
MO, the Adtharty 2ha| eneire har staff erc apocinced win the necessany gualification,
s ogilise [ 1 and knowlsdge of—

‘Al elinioei wedicira;

(B} clinizai pharriocolegy.

rul pharmacectoal chewistry:

iy tomicology #nd medicing o schaddled sehannee safeny:
gy hictrochnaloge

Fl pisEr niasas. L ss,

rgp advarss coug reactions ang vig ienca;
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rh}  wirology a~d microbiology:

il wveterinary glnical pheimacoooy;

il gooc manufacturing praclives, dincsl aod laboratory practices;
ikl gimedical e 2lirice ) angiseanng,

il medical teshnolngiss;

i nwestigations an mzters reladng W agisEtar,

Nl complementany medicines,; of

in}  orher sppropriate s«ills 35 reguecen by e Aolhony e line e .

iy For purpoees of cwersght, leavership ard accountabllity. the Authcority ahail
engrTe A staff are sppairted with the necessary coalioalon, wxpsrdise gl kooeladge
relating to at leas—

vy operoaonal managemeart:

by suopvy chain end assct reanaperrenl,

| TInancal Faracnssnt,

vy haman resource managameank

ey inforwetion 2nd fEcorc management; and

[F] lriavledcpe o T2,

TME FRAMES FOR CONMSIDERING APFPLICATICNS

45, (11 The Audibwrily shall o8 soon 8s prastoaly pess ble a1d 1 accardance wilth &
timefrare as dete-minae by the Aulkocly IFfame By gaplinAnt of tre reacoipt of gn epp icelon
For -he regstalion of g nsdics, meccal gevice and IO,

{2y Tha Adthority shell a5 mnon as praclicelly posgble and ir accorcanca wi a
imafiame as determined by the Authoiity fer receipt of “he epplicatian by Lhe Adthorty
n'orm any applicant in respact of any applicatizn refarred 1o in subregulaticn (11 or e
acceptaine of the apolication for eralJaton.

APPEAL AGAINST DECISION OF DIRECTOR-GEMERAL

47, (1) An apposl agairst 9 degieion of the Directar-tseneral shall be ‘odged will the:
Miristes wilzin 290 days from the date an whizh the wetten decisiar appasled dyainst was
rezaiviad by s pusen soncemed, and suca a pargar shall 81 the same fima submit 2 sooy of
the apoeal bo e Diractor-Oenaml

{27 The appeal conemplaied insubegulatan 1] shail—

Gal e odged inowndng;
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i) stale the ull neme, addrzss and contact aumber of 1 person lcdgmg b
aopasl;

i51 stata tha decision spoealed =gainst

(d] cortair the reasors fumished Ly tre MrectorGeneral for e decision. i
po=sibla

(91 =iata the ground “orappesl;

if: b acdrassed to the Minizter Mational Depardment of Heaty and dalnsaras by
Favwd, post, fawed or alectroncally mail o nne of the ellowling addrosses
FaspaCl ey

(i) physingl addraas o the Mational Department of Hea't;
(Y Cwparbent of Health Private Rag XR23, Pretoria, (001 ar

Gl amail adoress: ministen@nealkh.cov 73, coped o GG aEheoit.goy.za

Vo Tha vupy o Lie appeal concemplated ir sabmegulation S8 shos e

8y zent by oremstered mail 1o the Lirsstor-Garsaral Capattment of Health, Frivate
Bag XE23. Pretona, 001, or

rB}  nanc delvared t3 the Dirgctor-Gensral at the phvscal addess al lhe Malicenal
Caparbrient of Health.

141 The Girestor-General shall, vekin 3C dzee of receipt of e copy of he aopeal,
furmisk 1n= MeEnisierwich =is o her reasons for tae Cecksio.

(51 The Runisser skak, swithin 30 days of resaint 57 she reRsnns referred fo in
subregulalon (4% confnin, sct asico or vaiy tho decision of the Direclor-3araral.

3 The Mirister szl inoariing and wilksin 10 days ol his o her decisan
ctzmplated in apbrequlation (&) infonm che perecn who odged the apoeal oF hia or hes
decision and the raascne therefor

APPEAL AGAINST DECISION OF AUTHORITY

d48. (1] The sppesl committas ~everred (o in sectar 24403 of the Act, 298l Ba appals-bad
within 30 days of rece pl of the noliza malerred oin his szl seshize

(#1  Thiappzal commiee
(@ ekall deterrine the orccedurs for itz Fear ngs,

i may, & deems recessany, call “or oa° eviderce ar argament or sLmman any
peraan whe
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[0} im its apininn may he ADle o gwe information concerning the subpect of the
appesl ar

il it bgjeves has in his ar her possession ar under ccaliol any dosument
witich has a beanng on fre subjesl of e adpeal, o appow Beloe it at 2
time apd piace anecizd in the suvnmons B be asked guestiors or ic
praduce ary such cozament a-d

ey xhal, it calle for cral evidence or arqument.—
vi)  determing 2R data time and clace or e appesl atw shall commun case
t1ese in writing ta the appellant and te Minigter; and
il admirister ar cath bo or accept an affirmaticd from any pecson callsd ¢ 3
witness a3 the apaeal,
(27 Persons appearng before an appeal cemimilea may be rapresartad by g legal
precbtiarar.
v~ The Aapear Comnmitiae Tay--
130 et aside or confim the decisr of the Auticry;
rd]  wary the fdegikion of the Autharty
oy direcl e Ao barily ooaeconsiden gy inaliarn, ar
el make any Anding that s ust and soutabls in e crsumstarcas,
IMVESTIGATIONS

489, The Agchorty may cordust anorvestigahon waff: ragasd @2 nradizineg or & Sehacdylse
substaqce if-—

"

b
W,

i
1z]

s

-l

i

zuck 8 medicing or Sch=dued suastance is recellad in Soutn Africe oF any other
LY
any adwers= d-ug reacticn is rapoied;

the: nredicirg or Schoci od fubstance is zuspecied nr found nai to compy with
the requremests of the Act;

there |s ar internaticeaa’ alet witt regard ' se:ch 8 medcine ar Gchodulcd

for =iy otier reascn melued W the safely, cually ord officocy of modcine o o
Scheduled substance, ns Authedity deems 1 4 0 andust anoirvesigation on
tre rredizing or Sohodu od substones.
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METHOD OF TAKING SAMPLES, CERTIFICATE TO BE IS3UED AND REPORTING OF
ANMALYSIS RESULTS

50. (1) An inspectar may (Rke a samale oF any qJantity of sarmpkas o @ rrecicing o
achrdulad snbstance for purpeses of testing, examiraton or analysis in larms of the Act by 5
person desicnatad as 20 analyst, pharmacoagst ar Eathalog st

(2 Tow sanpls o saiepias conbemplated in suhregalstion () shall

& Ba taken inths oresence of the person who & in charge of suckh medizing o
sUbstanss, ar i3 sha absence of sucn peraor, iv he presence of any winess
Erasanc

iby  be taken, tanspored snd stored 0 such 8 manner A5 10 SnsUe S intsgnty
Jduining e satlng axsaniialion piosgss of tThe sqmpa; and

(=) be peckad and sealed and suizably labellec or mar<ed 17 suck a manor as its
natere: may pasmt

(13 he franamitted by oany sultable means t3oan aralysk  oharmacalogist or
pathreagist; and

(2] ke secompanisd voty g cerificals sgned oy the mspacter, & capy ot which

era | ae igsued o ihe person sonemplatad in porsgrash (@0 by e mspectkon at

& eardiezt posaible ive

(5 AR anatysi phamacckicist or oatnokigist rekrrzd 1 n subregulation (1) shall,
gz za0n 38 possible ater rece'ps of the zample, test, examing or analyse the sample and
repoit e rasclls thereof o 1he Aolkority.

4] A0 NS pEscTar Poberneed 0 Sulreulatar 1) may ke 2 samale unr-g & rout ne
inzpectian from a manufactursr, 3 whalees ar ar saisiler for tasting, eraminstion oo ansgiysis in
terms of these regalstiors.

iap Notwitrstanding suaregulataon (1), the Autharty may reours any haolees of a
cetiflaatan of regstradon o suap ¥ the Authcriy wid 2 sample of & padicalar madizing or
SUISIENCE 1 arder b0 IEED SxAMEG OF A2 ¥Ee SUCh sEmpk.

(41 Gertfoaes ar reporte isseed in leomns o s ege @ bore shall e suderilbed o tha
Chief Executive Cfficar withir 7 days Trocn tie came alissua,

SELZURE OF MEDICINES

1. (11 A medicing nEy be Re'rrd T it—

() i osnld inconbiavar o of Hie Al
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K is suspacied of baing a countefa s
w1 s miEarandad, sub-standerd ar sduttarated,
Wl A0S capoed,
2] & euspecled Sl
ifi = Schedued and s sald -
i) by An unestharaan persom;
rii) by gn guathorged perzar aut in uraothonsed cuaniies; ar
() Fas been declared cndesirable fn tarms of the Act;
(hy  balongs ta the State and is found to be posseased by a0 unauthorised persar; of

[i] i= uged 1 Aan ueatharised o noesl sl

Y AR mApRctns AgiFirg Aany ilem o tents of sacion 250 W0 of the Aot shall, as
soon as passiale and At he scene of seirure, make a wrtlen inventoy oF &1 itsms 2eized and
Lhe irvaaniory shal: nolude—

Wy thedaie, nlace and time of seizue
by i ngmme anc oersenzl details of e persor from whom the items were seized.
i e rnne ane quantity of eveny fRT seired; and

i) the nsmne of tha inspastar conduciing tha eezura.

137 Ar itemn conermplated in eubregulmtiar (20 redy beouEed =z ewvidenca inosny
crmiral prossedinns 0 tarms of thes Acl,

4% Aninspectar taking any sarapke in terms of saciion 2047 dief tha Act shall mzka
rarirtar inventary of &l samplas taken weick inventoy shall inshede—

(g  the aste ovwhich, the placa whara s7d arie wbica tho: 2am ple Yas taken,
(B adesceipion of nalure and glze of each sample taken; and

(] the parzonal Gotads of o persen in whose oresence the samale waz aken; ard
tha nama ab t9e nspecter takieg the samplz,

OFFENCES AMD PENALTIES

52, Ary persan wiha fails fo compiy wita, contravares the pravis'ons of oo foinishes
incorracl inlunmalice, a8 e GAse may 2, N respsckof—

i1 regdation 50190 of (g with regard to the perallel impartabien of medicnes,

(1 requlations G o 7wt sRgA 0 che importation or e nsimassie Smedones,
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'k

i)

[m

g

(o)

19
[ry

5}

|: 'fJ":I

regulalion B owith rscard to the possessior of soecifizc guantities of Scheduks
subslaroas for pesoral rmadicingf sse by peiseas sntering e Rapublic:
raau-anan 1wt regiasd B tha @being of medicinGs B AumEn vea;

recqi Ation 11 with regasd o he peeiessicnal nformsation @ be prav ded,
ragularion 12 wich ragard 0 tha patignt information leafiet;

raculation 13 with ragard t2 the laoelling of vetzrinary madiscines;

ragulatisn 14 with regard ta the professanai info-mstan for veienna -y nedicimses,

requlet.an 22 with regard to the licence (o dizoense, or compIung and dispanso
madizings;

regulstian 23 with regard 1o the licence to naautastura, mpoeil o sxpwl 2ot as 3
whalesalar or distribare medicines or Schoduloc sbatanoos:

requlgfion & with regard ¢ the permils o aulhoizalicr ssucd in loms of
socrion 2248 of the Act;

“egulatien 23wl regard o U anpo Blio ar g=apar lalicn of epacf ed Schedule
8, Grhedirs f, Schedule « o Schacule § SL0hsENCES;

racu.ation 28 witf. ~egard to ihe infomaticn 1o e (usnished anoualy o e
iretar-Ganaral By the holdar 2 s permit to impoot o 2eport spesified Sohed e
o Schedules 8. dor & substances:

regulation F8 vt recatd tn anhorisatior of sake of anraglstesed Peolcl e for
Certa N FUrocees;

ragdlatlen 30 with ragard b the condust of clinizal rals.

requlation 33 or 34 wilth regand o e parbculas whish imosl appsar on g
prescriptinn ar ard=r fior medic’ (e,

requisticn S with recand b L oroscriplicn B of gzl rgeon s,
requlatinn 36 with regard top tre register for specified Schedule & and §
madisinas:

raagulation 37 with ~ecard to the returns o ba furnkhed n respect of spacifed
Svhedule &, Schedubs 2, 7 ard 8 rmeedicires gano soecilied sobslanogs.
rapulaticn 3% wwith racard to the regackasing &7 med Linas;

ragulation 42 with regad Boche advertlsirg of medzines or Scheduled
wubes s oy,

recuation £4 with regard 1o che destrstar of mredicires or Schacuwsd
subsiznces; or

sells 5 ryecicira that hes expired.

shall bee quilty of g1 oflence and Upon conyicon be: lakle to a fne or o impisnnreent e s
paficd na: axcecding 110 yoars.

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




STAATSKOERANT, 25 AUGUSTUS 2017 No. 41064

111

COMPLIANCE WITH REQUIEEMENTS

B3 C10 Bweny risdicicg mnus: condnoe ocomoly e e staadacds o speiicalivag
which ware furmshed o the Authorty and which have bean acoepted by the Adthority with
regard o such medicie.

21 Ary aropasesd dedation from accepted stzadards ano apecificatons refemad o
in gubague-ation (1) mrust be submized B e Autaonty fee anor apansval as delarminas oy e
Authony and such devallon must not be Iniraduced before the sald approval has Jean
ararilad.

REFEAL

Bd. Thez Fegulaticpf published under Gove-nrest Motce. Mo, R D90 af 10 April 2003 in
Guverritsnd Gusghe Mo, 24727 wic heraby -wacaled.
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SCHEDULES

Annexure 1

Classes of Modlcings [0 categories A and D [human complemaontary medieing)

1. Gantral nervyous systam stimulants

11
132

{ertral analeptics.

Paychoanaleplics (anfidepressants)
Speclal anticepreszart combinaticns
Faspiratory stinnsnts

Hallug ncgenic nredigir=a

Cribar candral pervals gyvalam slimulaats.

2. Cantral nerrous systern depressants

21
2.2
24

L
[ T

R
il

2T
25
210
210
B
712

ApEesthetics,

Sedatives. hyanaiics.

Barbiturate=.

har-ka bty rates,

Articowulzarts, including and-spilepics.
Tranculllises.

24,7 Phanottiaz nes ard their rarivatives

2.45.2 Rauwolfia: Alkatsice ad combinatizns.

2 8.5 Liphenylmethans anc its darivat ves.

2.8.4 Alieyl dicls and 11eir defvstivas.

288 Miscollanaouws shioclores.

Anlipyretics ar smlpyretc ansl anti «wiflammatany analcesics.
Analcss o combiratbicns,

Qther anglgesins

centraly agting muscles ralaxsnts.

DEher messsines g on the sertmi aervous systom

Ceprassanis

3. Connective Tissua Medicings

31

Antrhaurmatics (ard-Infammatarn 1a0ars)
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Az
2.3
d.4

3.5

Mon-heeymanal presarations.
Anti gout preparaticns,
Cormbinatiars with corticosteraids

CHf g,

4. Local anaesthetics

3. Medicines affegting autonomis function

a1
52
5.2
5.4

2.5

|
-1

5.8
5.10
a1

Adrenominresics iy pathomitretics).

Adrenoiytics rsymnaialyies)

cholingmimatizs (chaline-gzs),

whalinohvtes (artichalinergics).

hd 1 Anti-Parsinsonism preparations

4.2 Genemal

Sanlion Blockers,

Hiztarunc

Antihis:srinics. anti-amatic=s anc artwvarkgs araparatigns.
571 Antalsaminkcs,

&0.0  Ante enelics and antiverige preparatons.

Zreparaticns tar the cammen s2ld ircludirg nasal docongascants,

Huddrovey Lty pat2imhne: {s2ratinif).
Sercton: n antageniss.

ihera.

6. Cardiac medicines

=]

4]
[-1

@
= L

m
i

Card ac etirnularns.

Cardiad dopreszants.,

Cardlag olynnaides

Snridysrhytmessicarduciar vodiiyieg medenas.,

Cthars.

7. YVazc ular medicines

71 Wasodi aiors, hypotengsive, aninypenengive medcines inc uda othe:

antibiyoelunisive oedicie 8s eg. ACE- nhibitors, ARBs, RAAS. &)

R Fawal'iz and conbinstans.
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1
=2

!

ol

oo
moo

T.1.2 Rauvwc'fiy. Diwretc combinglions.

712 Olhar hypolansives.

714 ‘Yasodilako s - soraray and ct-es medicines usad it anging s,
715 Vasodilpioes - peniaheral,

Wagnzonstictors, presscr medicines,

Migraire prepartans

Lipoteopic agents.

Sarum-chalesteral reducars.

Cithers.

H. Madicines acting on bood and haemopoistic syetem

it
g.2
HA
54

B.E

Coagu.ants, hasmostatics.
Anticoagulanis

Lt arapoietas {haenakaes ).
Masima axpandera

Mhere.

fi. Medicines agenat alcohollzm

10. Maditings acting on respiratary spstam

101
10.E

0.5

Anlilussivies ared caaeclonon bs.
Biranzhcdators.

10.E1  [halanta.

CHFers.

11. Medicines acting on gasto-intestinal tract

111
1
1.3
11.£

Cijcstan™s

Gasra-qtesinal ante pasmodics and cholinelyles Anbzhalyer s,
AnorERigenEss,

fntackls

1.7 Acid reuralize .

11.£%  Agi reutralise-s with aatispasmcdics.

1143 Odrer

Laxaiiwes.

Lubrizants and s sottenars,
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11,7 Cholagogues.

.8 Supposiltdies ard enal gintrmenia

1.5 Anfidiznricoals.
11.8.7  Aniiciziroess -0 combination with and infective agenis
1152 “Specisl comhbingsions.

11,790 G,

12. Anlhefmintics, bilharzia medicines, filaricides, stc.

13. Dermatoksghcal preparations
134 frtiseating, diginfocsants a4 Cle:ansl g Senls
142 Ariwcabiss medicinas.
1335 Suface araeslhelics.
124 Antpruntics
1341 Coricosberoics with ¢r withaut and-infestive agens.
13.£.2 Emmlllens ane arotactives.,
13.58  Rrhefazients.
1348  Countenrmilan:s.
137 Fearabelydics.,
134 Soecial combirations.
1381 Presarations fof psonasis
1382 Funoizidas,
13.% Rediaticn prolestants.
1510 Melgni-ninhibiles s g2od sl alanls.
1311 Agne aregarations
1317 Crthers

14. Preparalions for treatment of wounds
141 Warne disinieclanis,

14,2 Wound dressings.

143 OCiers.

15, Gphthaimlc preparatlons
191 Calthaenie prepacatans Wih sntikbcs sndiar sLiphenamicles

152 Cphita:nic praperations wih corlicostersiis,
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15.5
16.4

wnkinat on andibiatics.

LAners.

16, Ear, noze and throat preparatiors

16.1
s
"5
i

GG

Basal deconygestants

Aural preparatiare.

Surfare anasstitedi o,

Maso-pies yugsal sne 2uzzz-pharmngaal antissplics.
Cbhars

17, Madicines acting on muscular eystam

17
17z

7.3

Feipherally scing muscia ralaxants.
hlusc e aclivatars,

Lihaars

18. Medicines acting 4n rang=urinary and genital system

181 Digrctes.

152 Aqlidioretics

144 lor-exchange orapzralons,
"A4& Urslitholylics.

Y85 Unnary rant antizapt os.
185 Vagingl preparaficns.

16,7 Contrmeoaotive propenolionrs,
188  Croulalion coatrolirg sgents
18.8  Ulenre antispasnodics.
18,11  Oithars.

19, Oxyltocics

20. Antimicroblal (chemotherapaullc) agents

20.1

Antiignics and artibiollc oambenatiars.

2011 Broad and madivm specrurn dnloiclkss.
42 Peniiilins.

3005 Peic linestreptoriyeir comiinatlons

200 4 Aamtaiotis-as pacnarmice comainaticns.
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202

A

201.5 Sheplomycir and combinaticns.
20.1.8 Topicel antibiotica.

2017 Artifurgal getibazice,

Cibar har arl biotics,

2021 Sulpaocnamoes

2022 Fungloddes.

2025 Tukerculostatics.

2024 Leprostatics.

20 1% Germicides,

2026 Medicinas sgains: proinzos.
MDA T Epinaceneticicden

202 85 matiral agents.

Crhers

21, Harmones, antihamones and oral hy pog lycasmics

211
272
293
27.4
2.9

294
21.7
Mi

2.9

21112
1
2112
2113

yulin meparations,

Crod hypoglycoemics,

Tkyrzizl presarations

Parathyroid praparaticas.
Certisosercide.

27.8.1 Cerlizzsiercids ene analogues.
29.8.2  doaigesic comb-nal ans,
27982 Aoli-infoolec cornbinii ons.
MARRGIG shera.ds.

Mele === hormanes.

Female 5= hormanas,

21.8.7 Oaslogans.

21.8.2 “rogestaronas with or wiledl gestiogsas
B c-20stnee Gn comlznahors
Trophes 3Crmones.

Hype-g'ycaemic hormones.

Homrroee irhibiers.,

a1 TSI
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22 ¥itamiins
2:1 hulivitartins anc mo Evikarting with mirasais
2211 Nisaming For paediatnic use.
£2.1.2 vianmirs far prenatal use.
22.%.3 Vitamirs for geriafro use,
22 1.4 Nitamir B-comples with W amin G

222 Others.

21 Amino-acids

24. Minaral substitutee, efectrolytos and trace ciements

25. Gpecial fonds

25,1 In“snt foode and othar formulza. excluding “oacs used zalaly az a subsiikte
for "uman milk.

26. Cytosiatle agentz

27, Ghelating agenbs (vorsenalus) as heavy metal anlideles

28, Contrast media

78 Diagnostic agents

1. Biclogicals

24 Aniiacdias.
302 Anlkgens.

a6.3 Elooa tracions,
Jta  Pobiotcs

AC& Ochars.

3. Enzymatic preparalions

32 drher auhriances ar egenta
2.0 Toanizs
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33

331
asz
313
SR
F15
236
iy
238

44.1
G4.2
4.3
=1
)
e
4.7
24.8
249

Slirmming preostatons.

Wake- for irjectan.

Astificiel teAr ard contact lens solubons.

Praparations of ooranie Goid, boras 2949 zine, stanch ard boracic powda:,
‘cpicel apal cations of delorzing agar:ls.

Toplzal 2policalions s insact repellents.

‘nfra atering devices.

Denial praparalivne.

dalutiore for hgemo- or pesitoneal dia'ysis.

Praparations for vaich the exprecsivns mediczted ' "medic:nal’ “for medicel
UEE" o axpreszinns With stmilar sennolefons are used

Preparaticns Intended bo promcte aair g-owih.
Sr'rs packa coniginlag e ar rrore medicines with different inlicalices.
Radicpharracauticals

Cithers.

Camplementary Medlcines: DiEcipline-Spacific Traditional Claims
HMeoaibarapy

Homesapalhy

Phigt=tharapy

Traditonal Chinese Mecicine

Linmni Medinir:

Westarr Herbal Meclicing

Carnbinaion Prodast

Oithar Herba

Complomentary Medicines: Health Supplements
Aring acicls

Aminussosnances

Arimal Extracts, Products aned Derivatives
Caratsncids

Lamyrics

Mats, Qs 2nd | atty Acidds

Minerals

Falyshkarals finc aoing Biofeyworaida)

Pinaletlss
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3.1 Saccharides finclud ng prebintics)
2411 itamins

2412 Melbiple scbeznoe fomaolatee
F 15 Cther
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Annexure 2

Classes of MedlcInes In catedories © and D [veterinary complementary medicinasa)

1. Gentral and Peripheraf Hervous Sysatem

11

1.7
18
10

Caatisl nerscus aystam slimuants
7.1.1  Cental analerhca

i.1.2  Reepiretary Stimulants.
Anzeshatics

1.2.1  Inhalation zqzesthatcs.
122 Parenteral anaosthetics.
125  Lozal anacsthathoes.
Marootic snalgasics

137 Qploid agonists

1532  Opicid antagonism
Sedatnes.

id 1 Zedatlve hypnotics.

142 Szcalive analgesins

1.4.3 Yodaive artagonisfa.
Antirrnv 152 ks Incfging anti-epileptics.
Tranguillises,

13.7  Phenothiazine dervativas.
145  Bubyreohanora derbvaives.
MeLrolealonakcsics.

Analgesiz artipyreics.

Medicines usee far eutharaza

2. Auleidrmic Marrous System

21
232
243

Z4

wyrrpatnemir atice.
Semnstaciyiics,
Cholinergics.

AL 0BG,

1. Muscolo-Skeletal Syetam and Jaints

4

Anti-inflammatony,

1 T EBlemidals.
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312 Mor-zste'cdal arti-iqflarmeztary diegs (M3A10s].
130 Mor salectiva COL2 icibiors.
2122 Seeciive COXR inhibitars.

3.1.2  Topical agenis.

314 Caomninabnons

105 Crther

fnalJ2eics

221 DOpioics.

322 PSAIDs.

223 Togical sgents.

424 Combinaticne.

2.5 Musc = relaxanta

Centrally acling.

Henaharally-acing.

Histarina infibitcrs.

Antihiztarminza.

Histarinz relezee inhicitore.

Sercton.n antagoniEis

4.3
Jaz2
4. furacoids
41
411
4.1 2
4.3
A3

khars.

B, Canllo-YVazcular System

5.1

Fositive inotrooic agenis.

I T
g1z
1.3

Cardac glyscs dess,
Mlesllvglszn beings.

Cathers,

Anz=arrlnekmica

Vasadilators.,

.50
.

o

Ferphe-a acbirg yascdilatars.
Annintensn inhibiinrs,

Calziem channe ‘nhitilars.

L. Elood And Haemopoeitic System

i1

Coagulants. hacmoslolcs,
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!:!-:I
Pl

o am
E  fu

Anticoagulanis

Hzsmatinizs,

Plasma =x:panders.

¥. Respiratory Syatem

71
T2
7.a
T4

Arfiussives and FExpactorEns

Mtucolytics.

Bronchodlilghors,

Combirgtions

g, Gaslo-Inteslinal Sysbem

21
a2
A
8.4

.5

56

By

.8
B.o
510

Mouth waslhea

Coislicce,

T B T R

Acid-reducer

8.4 1
442
L
0,0

Antanids and nombinstinrs

| histaming-2 recepior artaconisie.
Protor o inlib dors
CyvtopratEct ve ngents

tdatility enancers.

851 Lubrzartz and Fasca zoflarars,
Ba?  Loxatives and Purgatives.
Artspasmaotics,

Artidiamhoeals

87!  Plain.

B.7.2 Wik anli-necioial aganls,
B72 Aptimisrooial acents.

A7.4 Bialogces.

Aragesice.

DCigastants.

Praparations used in the rirmen

501 Rurrinatarics.

8102 Ant-Elzat ernaces.

10,3 Jthers.

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




124 No. 41064

GOVERNMENT GAZETTE, 25 AUGUST 2017

9. Hepatic System

=1
02

Chelegogues and cheasaciics

liver prateztants and poliopics

10. Urinary Sysiem

141
102
12.3
10.4

Diuretins.

Lraliimewtica and artispasmadizs.
Urinzry tracl sntiseptics

pH rrodifiers.

1C.4.1  Urnary acidifiers.

10.4.2  Wirary alkaliriesrz.

Cirthars,

11. Reproductive System

14
11.2

11.3
1.
115
114
11.7

Infrareaging ansd irla-usivs prepen aliors.
Sex harvonss.

1127 Testastaonz

11.2.2 Casbogens.

11.2.3 Piogsseronss and Fragcetogens.
11.2.4 Combinatinrs.

Hr et ey i,

Traphic NamIsnes.

hlvoretial i laatz (Enno k2g).
hyometisl iglaxanis (Toooytos),

Cvulabion sontmolliag agents.

12. Endocrine Sy=tem

InsJlin preparations
Tayroid preparalions.
Corticezismids.
Grcavl Fresmone,

ArEanlc sterons.

11. Dermatologicals

121

Lisintactant: and cleaning agents.
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a2 Antseptic and antimesoaial proparelions.

133 Aniauritice,
%3.2.1 Topcal codiccsteraids with &7 withoul 21bi- niestive 2gents.
13.2.2 Tap'cal anlitistaiminas withe or w.Rclt art-infective agenta,

134  Emalients end prateclivas.

13.56 RubaBckarts and covnian inilasls,

138 Herswoltics.

127 Antlangals,

138 Ant-parasitles.

14, Ophllakmic And Aural Preparations
" Ani-infectives

122 Soricoslaroids,

-

F

[

Canomations (anfi-infastive wwin sorticasiercids).

. | Cithera

15, Weaunds
181 Wourd anliseotics
152 Wound dressings.

“0ha Desloughing agonks,

16. Mammary Gland
151 infra-wnan-mary araparabicns.

52 Preparztons for Lhe care of teata and ndders.

17, Anthinlcroblals
177 Artibacteriaks.
1711 Reta-lacamis.
1711 Pzl <15,
17112 Cephalosponing.
17.1.2 Tet-acychnes
1701 3 Aminnglyoosides.
1714 Mzomlicas and Lincosanm des.
1715 smpnenical.

171 6 QU aelznes,
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17.1.7 Sulpaonsmidas end potent.ators.
17 .8 Nitwfurzng.

1729 Povpepides.

TEAG Qther

LM Anmibacteral corbanal ans,

17.2  Anfifungals
173 Anlivirals.
174 A-h-protozoals

17.4.1 Antizocooidials.
174 7 Anfihshesizls.
17.4.2 Epirochastinices

a4 Orhers,

18, Anliparasitic Apemts

141 Lndzpacasbodes,
1811 Benzimilzzoles ard Firobanz midazoles.
12.1.2 Mazrooyclic lostones,
18.1.3 Halazeneted salicylanilicss gnd Mitnpahenols,
T34 Imidazolcs,
15.1.5  Tefrahwlrapyim slines.
186.1.6 Piperazinos.
1817 Organaphnsplosas
18.1.8 Combingtizra.

162 Crdactooides,

18.3  Ectopsrasiticicas.
15.3.1 QOrgamachlcrings,
18.3.2 Crganophospresas
18,203 Fyretbrio and Pyrelarods,
186 3 4 Formamidines.
12.3.5  Mitnpg Jsnicinas.
1836 Prenylpyrazalas.
18 37 Ingcot aratn honmnnes
18.3.8 Chtninhibilc=.
16.53.5 ikers.
T1B.Z 10 Canbastizrs.
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19. Vitaming, Minerala And Gedatrkc Praparations

121
192
153

5.4

Yitaming znly,
Witarmm ard mineral Con-hinatons
Minarals and slectro.ytes,

Vilorins, cloctralvies and amiraasid combinations.

20, Cytostatic Agents

21, Immiune Modulating Agenta

22 Chelating Agcnts

23, Cuntrasi Madia

24. Biologicals

D¥ig= warniren
Cats waccines.
Foulry veocines.
Qther vaoones,

wIthear Bialogizals.,

25, Production Enhancere

I
L

2941

Andmicrabials
SEx -larnones.
Beta agonists.
O rar.

26. Fish and equntic speclea Medicines

27, Fead atdfhnes

28.
Claims

£

Vatefinary Complemontary KMedicines: DisciplineSpecific Treditional

Aroniatheaay
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CONTINUES ON PAGE 130 - PART 2
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282
2s.3
20,4
Zg.a
206
28.7
Z8.2

241
249.7
283
5.4
280
2B
257
FEA
2on
2510
2511
g2
2913

Homerpaihy

Mhwtctrergpy

Tradonal Chinese Medicine
Lnan. Rl ivinz

Westam Haroal Medigine
Combirazion Frodust

Crher Herhal

Veterinary Complementary Medicings: Suppfements
ArAinag acids

Arminassccharnions

Ariinal Exdracts, Preducis and Nenwatides:
Carobe wids

Enrymsa

Fats, Qils and Fatty fcids

Minerals

Privpleacs Jincluding Gicflavoncids)
Prokiating

Sacchenides (incl.d ng preb:ocies)
vitarains

rMultiple substanoe forulaticn

e
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Annexure 3

Certificate of regiatration for medicines

MEDICINES AND RELATED SUBSTANCES ACT 1985, (ACT NO. 01 OF 1985):
MEDICINE REGIETRATION CERTIFICATE

ILis hereby cerfifiec that registraton of the Mocicing dasoribed nelow hag beesy aparoved by
the sutharty n temms of gaction 1503008) of the Medic nos and FReated Substarces Act, 1965
(A&t Ma. 10 of 1855, subiscl o the condidones Moisaded.

T PrORAREAY MBS .. o e oo e o1 e e

2 REQISIrAtnm MUMNGT i e imies et e eren ceimeee e
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