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IMPORTANT
Information

from Government Printing Works

Diear Walued Customers,

Gowernment Printing Warks haz implemsnted rales far completing and submtzing the &l ectronic Ado be Forms
when ynu, the custormer, submits your neotice reouest,

Please lake note af these goidelices when comaleting yourn form,

GFW Business Rules

-

L. Me hand written notices will be accepted for processing. this includss Adobe
farms winlch have been completed By haned,

2. Metices can only be submittzd in Adabe clectronic fierm tormat to the cmail subrmission
acdress suornit.egazetie Sapw.ace.z3, This means that any notice sulimissions not on an Adobe slectronic
farm that are submitbed ta thls mailkaoswil be rejected. Mational or Provineial gazette notices, where the Son
car TGP rew rosl ke sarn Bednkes Teoeenn bl Ui ncal e ol en fheadyd wll bie sl Lnchimenl,

3. Motices brought into GMWY Iy "“walk-in" costomers on electronic mecia can anly = sulzmitted in Adale
electranic ferm forrmat. This means that any notice submizziors not an an Adeoe el ectronle form that are
subrril besd by The cosloener enelesbioenic moedin will e regeeted. Malional ar Procingial gaeelle solices, weere
the £95 or 29%5Prav must be an Adake torm But the netice content [bochy| will be an sttachment.

A Alleustarmess whowalk nte GEW Ehat wish to subimita notles that 12 not as anelectroni c Adabee fosmn will be
rvilecd Lex Ll Conliae | Cenlre wesre Thes eoslemer wil | B laken Thieaeh Uhe carngalelion al Che Tarm by o GPW
represertative. Whers & custormer wallis intz MW with 5 stack of hard copy netices deliversd by a
messenges an behal®of a nesspa per the messengsr must be referred back to the sender 23 the subrmizzion
cluss nuladbers o The subamisagun ralss,

W1

Al notics submissicns thst do nat carmply wth point 2 will be charged tul' price for the notice submission.

B. lhe current cut-ofF of all Gazette's remalns unchanged for all channels. (Hefer to the S8 weebsite far
suhrrvissicon desie limes — wewnar gpesenr lirecn. <20

7. Incorrsctiy comaleted fonms and acticss sulxmitted in the werong formst will be rejeced ta the customer
to be corrected and resubmitted, fszistance will be avallable throagh the Comtact Centre should help be
rerpuir e when rarmppleling Ve Toomns, (013248 G200 ar smai in e el el ppas. gowv.sa)

8. Allre-subrnizsions by costomers will be sulzject to the aliove cut-off zimes.

B Allsobenissicre aod re—abierissicons Dl eeviss e ool -ol Tl bre vejecled L The cuslorme Lo b sokamilled with

a niws publicaton cate

0. Infarmatian on Sormswill be taker as the primary source of the notice ta be published, Ay instructions that
are o The =il bedy or cosening leler Lhil conlradicls The nalice T aosland will b iwncred.

You gre therstors sdvised that effective friom Wonday, 18 WMay 2015 sheuld wou not cormply with our new rules
of engzzement, all notice requests will e rejected by cur new systemn.

F..rlhn:"rnn::-lr:_. 1k G menrher QLZ- 7AE §030 will ailaes ke digeontinged roe This dlale ancd roslemers wil r:"||',l bre:
sblz 12 subkmit notice reguests through the 2mgil address submit. cgazette @Wapw, zow.za,

o eGazette . .58

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

Government Printing Works reserves the right to apply the 25% discount to all Legal and
Liquor notices that comply with the business rules for notice submissions for publication
in gazettes.

National, Provincial, Road Carrier Permits and Tender notices will pay the price as
published in the Government Gazettes.

For any information, please contact the eGazette Contact Centre on 012-748 6200 or
email info.egazette@gpw.gov.za
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CORRECTION NOTICE
Government Notice 602, published on 14 July 2015, within Government Gazette 38990,
was erroneously published with a blank page. The Notice 602 is hereby withdrawn and
replaced with the following:

GoveERNMENT NOTICES ® GOEWERMENTSKENNISGEWINGS

DEPARTMENT OF HEALTH
NO. R. 665 31 JULY 2015

WEDANES AKD RELATED SUBSTANCES ACT, 1984 (AL MO, 101 OF 1285}

EENERAL REGULATIONES RELATING TO MEDICAL DEVIZES ANG W MTHD
DEAGHOSTM: MEDICAL TEWICES IVDs)

Thne iinigtar of Heglth, in consuitation with the Msdicinees Control Sodngl, in isdwns of eestion 35
af the Medicines and Fedaied Substances Act, 1985 (At Mo, 107 of 1285), iniends to maka the
requidiions In the Schedule.

nerasted pareons Bre imdted to submit, within ane £ monih of poblicalion of kis nolice,
comnsnts on the propdssd regulgtione o s Deoerrrean! of Health, for ihe aflention oF the
Fagkirarn Medicires Conteal Counct, Privata Bag X328, Pretoria, 00,

SCHELLE

LIET OF CONTENTS
Diefimitigyms
The mannar of end conditions for allowsing ivtemational tandaring
Particubars i ba publabad it the Gemetta
Irtpotsthn of Medlcad Davices and IWDs ko the Ranubdic
TrersqismEnn of medies] devices ard PWDa through the Repuhlic
Licerzca tp menuachkre. mport, expert or et 63 8 digributor or whaolessler of fmadical
dErdinde ar IY0s
T Period of validily of lioence issaad b isrms of requlalion € 2nd renwal of lleences,
B Aopeal aganat ine decision of the Courcll
£ applleailon for registratlon of 2 madical devies ar WD
10, IndormrElon 1938k must spoear Inthe reglster for medlod gevices snd IWDs
11, Amendrmant o v ekl devicas ang 1YDs regisier
12, Classificaiicns of medlozi devices and [vDs
13 Regiamation cefificate
4. Daswuction of medica] devices and Pz
15, Methed of taking samiples durng Iavestigetions, the cedificete ta Sa wausd ard raparilng

of anetyais rasults

e i

This gazette is also available free online at www.gpwonline.co.za
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+hH. Galzure of medical tavitas amd YOS

17, Cendust of clinival trigks and cliedsal investigailons

18, Adversa Evart Regortng 5. viglamese

18, Investigaiiora

20. Qfences and Penaies

2%,  wampliznes wih Regulatons

22.  Adweriging of medical devices and HHa

23, Lebslng for medical desvicae ami MNDe

24, Ingdrictions for Uas for medicsl devices

25 Imsructons for Wse foe I Ds

28, Cwgtom made medicai devicea

27, Recxd of minlamenle medical davicss and custam mads metcal dewvicag
28, Transdona arangemeants — unacansed menfacturen

28, Trangiiong amangaments — unreylstersd rredical deviceas ard 'WDe
At Commencament

LEFIHTIGMNE

1. Inthase Requiatlons dry veard or exmression dafined » the 42 2ad not defined horain
paars i:e Bam= maening &8s i the Act and wunless the comest cthenalse indglostes-

“the Act™ mazns the Medicings end Raleted Substancas Act, T065 (Acd Mo, 101 of
1965), as amerded,;

“gdvarae evall” in mistion 10 8 medics! device or WO msene possibla feults or
feilures of the meadical device o ML diffcuties In the use of or &n undesirable
oricemie associeled with the use of the medical davice o VD et SN oF doss resul
in parmaneant impelmesnt, injury ar daath to the prafassicnel user or petiant user;

"ga detzrmined by Souanif mesna g0 debamined by Councd in the guidedines es
publishred ic. the Gaawtte frar liime 1o Ime,;

"arvisyizesd repressmtaitve’” imeana any naturai oecson resident in the Repubfc of
Sowth Afica, whe hae the writen mardele o repezsenl & manfaclaes, B,
digiributar, wholesaler, retailer o sereme providar in the Repubse and to sct on hig or
hes hhelf for specified tasks with egasd 1o ihe latters obligations and in whose name
e rranartaciurer foancs, digtrbutar Ecance, wholssalss licevica and or osfillcete of
registetion is issvad. The avlodsed repraszntative s cesponsite for all papects of
the madical davice or WD, inchaeding oeidommance, qoality, safety and comulianca with
sangifons of regisiraton;

This gazette is also available free online at www.gpwonline.co.za
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“patch rumber™ or "B AUmbes” oF "Secis! number” mzang & unique number or
cambination of nuinbars or cyphers allocatad ta 8 Ik of & batch OF @ unique medical
dewvica by jhe menufEciurer

Thopdad wardhouss” inadns & customs and sxeize warahacss Scencad in tarmo af
soction 18 of the Cusioms and Exclse St 1984 (A0 Mo, 97 of 1984);

"glnizal investigation” maana a atudy in eapect of & rmedicel device of VD for uss
in umans erd anlinals thal vohas BUman oF animal sebjects and that B mtanded 1o
discower or varify the aefaty or clinical pefformance of the medicas cevize or MD;

"eomiknalion device” mepns 3 medical device incaMporatng ag an rtegral parl, 2
substanca which i uead saparslely, cen be considered to be & medicine and whizh s
limbfia to act om the huinsn body with afion emcdlary to that of the swdical device,

“rorfeThity azEessment” wans tha systarmatic sxamination of evidenca ganersded
and pracecuras Lckentzkan By the marufacturar, o delarmins hat a madical deiss s
gafe and peronms a5 Intendad and conforms to the Easentlzl Princkles of Sakety and
Performance for Medicai Devices as determined by the: Councll:

"Coinfermarty Astaesmant DPody™ means a body comporsie or other lagal entity,
focally or internationally, accredited oy SANAS or an intemsatianal body racognired by

Counell, according fo & siandard a8 determined by the Council, 8¢ competent to carry
ou; the zssssstmant, verficetion and carfification of madical devicas or [V0s befors

ey are placsd on the market by manufacturers;

“eoniarmby pasgogmen cerbficets” maane the eadifcata uzad ta demonsaiiats thet
& menufeciurar hee been sbsasead and a8 s Avproprste Jeslsms 0 plaoe o
ranufaciure the davice;

"continaous use” In tanre of macical davices or VD means -

{8] = ertire durabor of uwee of the medical davice or WD whihout regard o
temporary intenuption of uee duning = pracedura, oF MEMParany removes for
purposEs such &8 cieaning or disinfection of the madicat davica ar VD!

(bt itwe accumulEied wis of @ medicel davice ar WD thal & Intendsd by the
manLfacturar o be repleesd immedistaly wiah anctar of te sare ype,

This gazette is also available free online at www.gpwonline.co.za
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“custorr mede medical device” means eny medcsl device spaciflcally made in
ecoiwdlance with @ written pregerimicn or order given By a person autnerissd for the
sarma by virfoe of piofessional qualficstione srd in eccomence with epecfic degign
thesacsclsics snd m intandad for the sale vaa of 8 partouler vser 2nd excludes mass
produced medical devices which only need adaptstion o mest the  specic
requiramata of the health profeesionsl usern

tdectaration of conformity” means thw procedure whershy the menufagiyrer
encured and declaes that the appleaton of the guslty zvstermn approved for dhe
design, manufactur and final inspecton of the products concemed s meguined by
Councll, whkch ie sudfec to audht snd survaillarce, ana futillud;

“diwirbuior” meana sha nsurel or legal serson Wi impors oF enports 3 medleal
davice or WD which is an the register for medical devices or on tha ragpeter fof SvDs
in itz fira| form, wrapping &nd peckaging, with 2 vew to their being pleced on the
marks] undar tha nefural or lepal paisos’s gwn rames and sefia them fa a healthcars
grofasahonal, haskihoars inetiian. wickaealar ar the wesr;

*sERGNt DAnciples” 28l oul the regidremenis rel@lng io the safety and
perfarmance charecta istica of medicel davices and WDe 38 datamaned by Souncif;

"sxpiry dats™ rnsans he dake up to which 2 moedical davice or WD will retain the
properties wheh &re mantloned or the labaf which properies can change after e
lapae af fime amd after which daie the medical devica ar VD akall not be scld Yo the
puklic or eead:

"“tamily™ meane @ medical devica comprising of the saime type ai davics avallabe n
different models and azes;

"orogs'" meang g medics| devica of VD compising 3 colacton of medeal deviees ar
I¥Da such 58 & procedura pack or procadurs ey ar svsiem of proceduve ki, Thal ang
Aackeged togeihar far e spacific imtancad purpase and sold wnder 3 single name;

fhetder of 2 certificsie of regatation™ mesns a peraoa @ whoss mame a
reqigialion cerfificate hee baen maned Sitd who IS responside for all Aspesie of the
medical devips or VD, incleding pedfamance, ouallty. safety anc compliance wilh
randiticns of regisirmton:

This gazette is also available free online at www.gpwonline.co.za
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“irnpfantsbde dewice” meana any device, including thoae thet are partially or whally
abanrbed, which s ntendeg o bs Iofelly infrecuced imo the human body or, io repacs
an epithelial suface o e surlaes of the aya by swglcal intervanticn viich ic imended
i remain in place after the prossdwee, Tor ek kegt 30 days,

“Inbersded purpesz™ means e objective inlended use or purnose as the cass may
ba_ for which fha rradicsl davice or WD 8 intended aceording io the data supplled by
the manufacturss or Auihcrised saprasertsihe on ha isbeling, in the inainctona snd
I the pomatonal makatals:

“lay DErSONT aEns an individaal that dees rat havs farmal waining ic 8 relevar fald
or cleciping.

"ranufatiure™ meang zll oparstions including tha design, purchaeing af meteris!,
specifiicaion develabiment, produclion, {abwication, assembly,  orocessing,
FEHOLEas T, releasinyg, packaging. repackaging. and labefing of o rredical device o
Dt ae the cege may ba, Inch:ding puilng & collectlon of medical devices or WDz, and
possibiy oiner prochucte, togather B a medica]l purposs in sccordance wilh guelity
BaEtranch and ralabad toatroke;

"nEnsActurer” meang -

2% the nstural or kegal person wih the resnongthility for the design, manugfsciune,
oeckeging arrd iebsalling of 3 meadical devics o MWL befors it is ptaced on tha
rmaried wndsr e natural oF agal pErsee’s JWT NArke, oF in the name of a i
ar campany, regardiess of whether these aperatlions are camed out by fhai
persan gy nEnsel” or on vits oshali by a thind paniy; o

‘b any othar person wha essemblss, packagss, raprocassexs, fulty rafurbisihas or
Mbels ohe oF More ready-asacse products o 238ions 0 them their imandec
puepos: a5 a medlcal device or (VD witn & wew 1o their being pleced on the
rnarkel undar the natural or [2gal pErsoo’'s CwT nane apart Tom a perzan whe
seeembkes o acepls madical dsvices or TWVDe already on the market o their
intetided prmpass for patents,

"manwzcturer's evidence” g the subistanliva evidance of the manufechures's quality

Gygiem, the! demmonsimias ihat the manufacturer hes sppiopriata manufacturiog
protedses in place to mancfasiure the deviceis),;

This gazette is also available free online at www.gpwonline.co.za
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"milnbrem legiblity™ meens @ prirting in S-paint Hehretica, fypefacs In ik ink on
while cartridos paper or the aquaralent thereof,

'minbranded” nnasna tha medical device leballing ie falee, mizteadgding, inaocliate of fails
o provice information = raqulirs;

"medificrtion” v &rme of B medice! davice ar WD masna any signifficent change in
tha madical davice or VD ar awyr chenge in the purpgee thersof whare aigniticand
change woy icluds the masufactuting procass, fackity or aguipmant the gueliy
corrol maasures used i conlal the guzlty end sterflity of ihe rmedicel device or VD
ar of the: ristadals ussd in manufacture, the desipn of the medica’ davice or W,
Inchudicg ite parformancs chaectareics, principles of pperation and gpecificatons of
ralstiale, sfargy soumss, softweda or sccesaxies end ihe mamded uee of ma medical
Aeviee 4 WD Instuding =smy new or Astended uss, sy addition ar daledsan of 8 condra-
indicatica of the medical devica or NMD erd any change o the peniod veed o estabéizh
it ey dais,

“prear matient tagtbmy’ means lesing perfomed patside 5 eboraonr envigornnsent by
& heathcare proteagiongt ngt neceesarily a [aborgtory nrofeagianal, genealy near ta,
or gt the side of, the patiant;

“nomenclature” meansg the comeman genenc deacription ae par the Slobal Medical
Oevice Momenclefume far medical dowvicas havig similent fRdidfes, Harsctarishics and
mandan Jea;

“parsoh” reans o a seiural end 2 kegal parson,
“yadiation™ means erergy iv the form of elecmmagnstic wenes ar scoustical wayes:

“radigtign-ar-ittan dzvice™ mascs 2ny dence that s capable of producing and
amitting raciation and amy companant of, of atcksuony 10, such & Cevine:

alurbisned medicy) device’ means a medkal device the whola ar any pat of
which hae basn substartEily reballt, re-equippsd or restorad, whathes or not Uging
parts from one or moea meed medical devices of that aeme kind, 80 26 10 creals @
medical dewica Mat corn ba uged for the purpoes oricinally wtsndad by the orginal
maavfachrat of the orglnal medicet devics, ano withewt préjudics to the generslity ol
e formgoing. a refurblshment of 3 medicsl devkea may Imvobve any ar =l of e
folicrwineg aetions incleding |, but are not limited 1o, rapair. rewark vpidaie of sofwede /

This gazette is also available free online at www.gpwonline.co.za
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harchwans and raplasement of vorn pars with parts approved for uze by the origmar
mesuieciurer, pefonmed In & maanss consslent Whh produe! specifeelions end
gorvice procedures defiied by the criginal manuiacturer for tet bape of agquiposand
without significanty changing tha  finlshed  acquipmanls padoreance,  aafety
specficaions and'or Irvandes e a8 definad in s original registetiar;

"gatftesting” means teating perforrasd By 3y parons;

“ghimghe use aevice” reans rvedicsl davice or VD fhet is intanded to be vged an an
indheichsal user duddng 2 singte procsdis and then degpossd of and which is not
pieded 10 be reprotessed znd usedd anain;

Mrademark’ madns = rademerk s defined under eection 2 of the Tracke Marks Act,
1803 (ot Mo, 194 of 1932

"lnigue device IdemndiMoation™ mears the comblnallon of worde, nursbers, aymbole.
ar leilers assigned oy the manufaciueer bo unkjuehy foeatify the davica ard armr of its
VEMEMa;

“uBes™ means the pergon gr organizefion thet uses B madical device ar MO, and

“wholasaler” means a dealss whe purchasss medieal dedees or WDe from a
marfzeiler oF chetrlbotor avd Sells thors b0 3 redidier,

THE MARNMER AMD CONIETIONE FOR ALLOYIHG INTERNATION AL TENJIFRING

1] The S'ade mi2y ehder R oa medcsd davice of VD Inkernakicnaly i sach a
riedical davica ar VD can be obtasiad ai & lower price cotside of the Rapuaises
o? I, in the apinie: af the Ministar, saszatial far netional neatt.

21 A madical devies o WD carnot be procurad by internalin tender uriess such
madicel device ar IVD i= ragistsrsd in lerma af ta St

FARTICLARS TC BE PLGLIBHET M THE GATETTE

Tha fallowing peticulrme with regard 1o appbeations for reglstrztion referred o in
sacion 14619 shall te putiehad in the Gazsks:

This gazette is also available free online at www.gpwonline.co.za
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N - R T

The name ard of griun of family of the rmadical dewica ar WD whare
applicahle;

tha name of the rolder of tha cartiflcake of reglistration who s fBanonubls
for tha prohedt;

the number slloeated ta it in terms of eection 15 of the Aot

ie name and address of the manufaciurer;

the clasa of madipal devics ar IVD; and

tha namenctature ayatern or coug of the medical devlee ar IVD.

BARORTATICH OF BEDRCAL DFVISES AMD IV [WTO THE REFLZLS

4. (N

Mo pacgan &4l irport eny medicel deoos o W, ine e Republic ewcapt
friough ona of the follewing partg of Enr.ry:'.

o Fo@E

Geos Town Aiport of Raroomr,

Puart Efembindt Alnsard aF haarzau;

King Sheka Intemaikonal Alrpoet or Duwrbkan hashour, ar
OR Tembo intematoned Airgarl

[Zy A person may only Imaaer: 8 medical device ar WD i guch persen:

& Beanged [n emes of tha Sl to import metdicel davioss or VIS and
m the cass of tragistered medical devices of VDS, [ aulhorised by the
Counsl ta enport sech unregistered medical davicas or (WVDa.

TRAKSHISSION GF MEQICAL DEYICES O YDs THRCUGH THE REFUBLIC

5. {1

121

miadical evfoes and [Yle thel ere transmidied through the Repubfic skhall-

while in ie Rspuollc be storad In & bowled warghouas which is
repgiatared with the Cownsll and
rat be manipulated white in e bonded werehouse Ualaes authornsed by

Tme Cowanil,

& boincked warehouse rafamed [0 in subraguiztion (1) must compahy with specifiad
storege candilions as determined by v Counsll,

This gazette is also available free online at www.gpwonline.co.za
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CENCE TC MAMUFACTURE, WRPORT, EXPORT OR ALE AE A DISYRIBUTOR OF
WHOLESALER OF MERICAL LREYICES OR WDs

. (%) A person nofermed 1o In saction Z2CH b of the Act-
=3 must pritr fo commencing business ea guch-

i apply 1o iha Councd for;
aE. 8 ManufEsiurer licdnce @ menuRcture, imsok o eXpot
rraedital devicoe or I'VDe; or
ob. & distributor llesnta b import, expon and distribone medies|
devices of WD or
ce. @ wholesals lieence (o act as whokseslee of medical denvicas or
Vs,

i appomt, and deslghate 8 naturd) pareoh wiha reskdes in the
Repubiic, s euch an awshorsed repregentative wiho shall s 3ouih
Adftica:

a. bd respansicis to e Cootceil T complisndag with e Act 2
bb. conirel the manufaciuring. disribufion. wholesalng and the
gake of medicdl devices or Ve,

o. ruet submi to e Remgstrar an sppliceton. on a fom epproved and
prowided v the Gouadl, for & licance as contarmpdkatad in sub-cagulaticn
V1) (i

¢ must sz pert of e apphoation in sub-regulation (1){L] provide ecceptable
docymentary proof o
i. the pariculars of the cemat of the busingss;

i the pErileukars of e guihcrsed rapresentative; and

. evidencs of acoreditation o 8 (ually Mensgemaet Systam T
medics] deyvices and MDe ge deterrined by e Caurdl,

4. mug sosclly, as dsisrnined by tha Gouncil, the medical devices or VD3
oi group or feenily of medieal devices or VDS to be maRuiaciured
imperted. expored or dietributac and sold) ard

e, must pay e sppllcation fae.

21 The Regisrar may give the pecsor safareed to n sub-regulaton (1) writtan notice

o fnigh the Couscil with such ddilonal documentetion ar information & tha
Counck Fay requira. wilkin 2 reasonakie e, specified in the roiice.

This gazette is also available free online at www.gpwonline.co.za
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(3}

{4

{G)

)

7l

i

[

The Council eagy, whera applicable, Inzpect the busingss premiaas spacifisd in
the application,

[Mthe Councl! (2 satlsflac hat

A 1 perzon refarmad io n subreguletion (7] compolieg with the prescrilad
ramlreirents:

0. iha applicatan for & Ecahce
i} 1o arenutacture, impord, export or
io o act &8 & distribitor, or
iify 1o oot a8 & vriwlesaler of madcal savices er Dz
comise with e orescnbed recuirsments: and

£ the guilorged mepresenisthwe iz abla o provide celified evidepos of
Accrediaion [ @ Quslty sanagemant Systam ea detarminad by Souncil,
than the Cauncil must appove, with ar without conditiem, tha application
and issue such pemon with g licengs,

The Regitlrar mwst:

2. keap B espargie regiser for aech of the caegones of lcengeas rofermod
ta in sub-repulaticn {13031 and

b. arttar the [icence ymbar, iha nesms of tha bcanges ang his or her physical
and postal addresses. in such ragistar.

woteithetgnding the perip? of velidity of ihe licence ihe licenpze ghall pay the
annue: fea for conbnued req’strstion as datermingd by the Cauncil.

& lcansee must rofify the Registras in weiting of &w change & any of the
parteulars frmisned in she spplicasion or emeted in the regisier, which ocoura
siter i Issue af the licenoe,

Ay ertry [nio the register whish 3 proved 1o the satisfection of the Council io
hawa bean made In eros or through misrsprogentatian ar in circemstances nat

euthorzad by the 2et, may be remeowved from the regieter

A parson in raspect of whose eniry o removal 83 contemplsted in sUD-tegUiating
(8) has taen meds, muss be nollfied of such farnovet end any cedificate ssued
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in mspact of tha registredion in cuestion shell be deemed io be cancallad as from
ihé dzie on wihish noiice has a0 hean given,

2101 The Ceancil mey diret the Registier io remove from the segizier the nams of the
lCensres.

wha dosa not gomply with e Act or the condlthts of & licence;

if ha suthoriced representetive fRlS W Controt lve manuofaciering or
distributian, whetasaling or sale of medical devices or IVDe as applicable
Al the #eenses Ras fallsd fo fumsh wilten reanons within 21 days aftar
ine date upon which & notfice is glven of the Council'a intentiare to oo
the reme of the foenzee fram e relevanl register end to close such
buginess why the llcensee's names shoutd not be ramoved or ik busiress
should red be closed: Provided that if ihe Coundll B of the opinion ihat i s
in the antgrest of the pablle, |t reay dispenss with the required netica.

FERICD OF VALIDITY OF A LICENSE RSUED B TERMT OF REGULATION B AMU
REMEWAL OF LKCENCER

T. (11 A licencs iseued it tarms of megulatisn § shall be valid for @ pedod of § yeare
o fne dake of [ssue.

(2% & ligence refered to in subregulzbon (1] wilch haz expired may be ranessed iy
applicedon to the Councd.

(3 Apappldicatlon refered toin subregaulaior {21 shall -
g. contain ai lgsst the information or dosurnanisilen refemed ke In ragalation
G116, 28 Tha rasa mey ba;

. he Zooompardsd v 3 pracibed fee; and
¢, bemade gl leesl 30 deys bafore the expiry of ihe existng llcence,

APFEAL aCAINST THE DECIRION OfF THE COLMGIL

E. {11 &napp2alte be lsoged or representstions ta ba mzde in tarms of Seciion 24 of
tha Act against 2 decision of the Council, shedl be iodged of rade within 30 deys
from tea dete &n which the decizion sppealsd apeinet or in raspact of which
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)

3]

i)

(B

rEpredanbEations am: Madke was communicaked to che appaiant or cerson meding
réspréapterians.

I lecgiog e appeal or Making represactations, ihe appefiarn] or paraon making
reoresentaiions =Palf send o catice in writing bz tha Chairparzon of the Cowncil,
for atizndgon the Regisiras, Medicines Control Council, Privets Bag X328,
Pratara, 0007

Ting notics retemed w In sub-negriation (2) shall set out chaerhe and setcetly tha
bessa far the apeeal ar repregentaticns,

Tha Rag@frar shall withic: 30 days of receint of notice of appeef i the sosence of
lege rapregentatives, maeel with the aprefant to try amnd regalve the matter.

Should e matar nof he resohad ea mnlen‘rplale;d in aubsection 241, the
aprorllant, wilhin elzall within 30 days of bempg nofified by the Pegistrar of tha
failu-a bo reschen g matler, and wpon peyement of &8 areecribed fes, ragueast the
Ministar in waiting 0 corvans an 2opaal commitee,

The sipasat eornmities —

a. amall detarmmin= the arcesduea for ite earings;
B, swisny, b el nedasiary cali far ordl entldencE O SFGLten! ef SUrminen

ary persan whoe

i in ife apinicm may be able to pive mfofmation concdimidg the
subject of the appeal; or

ih, i bellewes h@ad In hs or her poegesgion or undsr comimal ey
docimept wiech mae @ bearirg an the subiect of the sppeal. 1t
apoes befode I at & Ume and place speciled i dhe summona. o
he asked questlons or fo produce any documant; snd

c,  skhgl, Wit calle for peal evidamsa ar argumisht,
i deterrn!né 'he date, time and placa for Uhe apnesl and anai

EEFPNUMLCELE these in writing 10 the eppellent and the Councik;
1, admiristar sr cath to of ecoept an atfimaton fam @ peeon

callcd gz & witnees 5t #ra appesl.
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{7

(&)

(8}

Pamone appeering heforg the Apnegl Committes may be represanisd by a legal
rsiptitignar.

The eppesl comm ittes shall congider the appeal and meke 8 decizizn in regand
ihersto within & oerloc of 30 days frem the dale an which it firgd neeiz 0 hear
the aopesl.

A pary ihat & noo sgtisfied with ihe decislon cf the apoeal commites may
approach the High Court for a judicial review,

APPLICATICN vOR THE QEGIETRATION OF & MEMCAL DEVICE OR I'M

3

Any pereon eaiding end doing business o the Repoblic mery maks sn
spMicafion for the regislradon of @ medice! davica or P, ’

The apolcation reigrred ic suomgulation (1) shall include the parficularg of the
auiharsed reprasendafive it South Afdca wilh apprﬁnrisdE krawledge of &l
gzpecizy of the medicar gevice o W0 who shal be responsible for
crHTmunication wih the Souncll,

An apnleation refamrad to o awbrequelstion (1) ekall be made an the spprogiate
form abtalnable Mo the Regstrar amd shal be secompariad by

a. apropedy eomplated application foim obiginekble from the Regiatrar;

& propoead |xbel o wes an tha medice] device or WD, if epplicebla,
o, whara agplicable,

: a copry of the manufacturer Bence or distriovior leence toosther
with c=tiifien evidence of = Qeaeglily Manzgeaent Syateam o the
locad tedkssl device ssighianment, se dedermined by Cauncil:

il. & certliled copy of the confermity aseeggment cerificeta which
coafirms  condormlty e & quallty alandard, Ba daterrmined by
Goanch, for the medical device or IS o be registerad, and whicn
ig {ssued by @ conformity agaessment body fhal the Council
approvat ol

i any athes infeemallen a3 the Councl mey dedermning; snd
g. ‘ha application fze,
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i€y

{5

5

(71 AN appcEben for reglsiration of 8 medicel devics o (WD must be accom penied by
& Declarailan of Conformtly by the Autharised Ramdesentaive as determined by

Ail rfarmation referied 1 in aubregubation (3 ghall be an least In Engls®.

The applicalion farm rafetred o i subregulatian (3 shell contain ei leaat ihe

Tollowisg irdormmation:

a.

& madical device or VD ir respect of wnlch an applicatian for ragistration is
mace meust cornply with the essenilai Princples for Safety and Paroimancs of
Medcal Davices which ncluds requinesrenis for geality, zafety snd parformarnca,

Pafioulers of the progpectivg holder of the certificate of registration;

wi.

v,

reme;
ELIEH"IEIH.'EI_AEI-I:IFEE:E-‘.
Posla Address;
Telephons Mustih:;
T WMurmbar:

w-mal sddresa; and

cemact details of the autwrdsed parson referred ta i sub

regulathai (&)

jpartkculers of the medica dewvice o WD

Wi

wiil.

ke narnd and groop ar family nemsa, msege ard model where
appdicable,

Intended purpose of Use

classificetron and megistration si=tus in recognieed euthoriras
wriside the Sepublle, as determilned by Courcl, and proposed
classihcadon in the Repubis,

norenaaiure aystem code;

in the eess of 8 combination medicd! davice the nafne and guantity
of 11e scheduled substancers),

narme amd physical sddrese of ihe aiging’ manufaciurensh, =nd
name ard phyalcal address of the chnlce! Invesilgation givs(at,
wivers applicabls.

as deisimirac By the Calns,

Coung
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(81 An applicaton mest be mades in respect af sach individuel medical devies or VD,
or redical devices or WD geoup or famiky.

(% lnan ;etencs u.lhe_ur& a radical davics ar VO in raspee] of which an application
|z rmde or was rsglstared with sy regulatony body oulside. the Reouike, the
faawing irormetan in reapect of such madical davics of VD must socampany
the Zopheation:

g. 8 ooy of cerificate of regisiration whers apphicte;
k. inslructiana for uss where applicable ;

¢ canditicos of pagrsiration; snd

d. @iy odhar infammetion ag determimsd by the Souncil.

INFORWATION THAT MUET APREAT |N THE REGISTER FOR MEDACAL DEVICES QR
Dy

1, The medlest dewlcs: o IVE register musl in mapsct of any registered medical
cavips or M) contaln the Tofiewing informetiorn:

8. the name and S or groun o tawlly meke and moded, whare applicabWs of
the medical device or ™I,
g reglgiraiicn number adlgcated to the medieal devies ar VD,
o tha cage of a combinztan medical devica the neme and quantity of the
schaduled sub=iance(s) i tha rradical device,

cl. The ingted surpass ar use of the medics davice of 20

g Iha nene of e holdse of the cerificate of regisiration .
T dhe seers sl address of the ongingl manuiactune;

g, ihe date of regestration of the medical device or IWVD,
.

e cordlicns of registrafion o7 tve medizal dgvice or YD defesmined in
warms af section 1505 of the Act;

i tra class of mealesl device ar WO and

i the nomenclaies systen code allocated o the madicel device or WD,

LMENDREMT T THE BECAL DEVICE AND VD RETGIETER

11 (1) Anholger of 2 cedificale of ragidratan may submE (o the Regietrer en application
or 5 farm an detamiinsd by e Councll to amend sn ety mads oo e
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2y

medical dewices o WDs regeler with regand w0 a parbcular medical davics ar

IWELL

The application rafared to in cuboeguistion (1) shak be ecoorpaniad by 4
prascribad tBe and meis cani=in the fllowing inforration:

e regigiration mumber of the medical device or VD,

the name snd bugness address of e holder of & cerficate of
reqigtredon and the ewthorsed represeniative;

declaration by tha autharized repreaentgtive that the infamaion furmisheg
[E mmp}a’ia and accurats;

he detalls of e ermendinent aoplied for;

tha regnuEcturer joendst rurmbar of the manufacurer or the distributcr
llcance pumier of tha disirbuto:; end

any other miorenation ee getermingd try Jha Councl.

g,
b

T

SLAESIFIEATIONS OF MERICAL DEVICES AAD 1Y s

12,

)

(e

[ 3

(4

3]

The follcwing &irs the cassas of madeal devices sfd WDs —

(a)
(o

l: Cy

()

Clazs &
Clazs B
Clzaa C
Cless O

Loy Filsk
Lowe-mocderate Rigk
Modemde-high Risk
High Risk

whesna risk melales B dhe pertiart o (o pables hoaib.

A medic devices, expenr catomn mede dewices, and sfl MMC3 enall ba
reqlavered wivh e Coisncil in tarre of swch call up noticae bafora thay may be
sold of usad in the Republic.

The clesgification of madical deviess and 1VDs shal be as asienwines? by
Crooncil in socardance Wi the cassileation rules.

Vimare the cazeiflcatlion F @ medice:d devica o~ VD is incorcbusisa and placas it
in mote an one class ar between clessea 2fiar followding tha classificalion rulgs
the Councli vall nlase & by the: highar oi the rigk classes.

The Soungil sha® consider the clatsifcaton of 8 medical dewice or WM
bdwiduaily taking iio pocount s design and Intended usa,
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REFETRATIOM CERTIFICATE

13. A registratior: cadificate subsiantisty in e form abown below shal b2 issued iy the
Regiatrar in terns of section 154) after & medicad device o YD has baan mgistenod:

wdEDICINES AND RELATED SUBSTAMCES ACT 1963, (ACT 101 OF 18E5)
MEDICAL DEVICE OF WD REGISTRATION CERTIFICATE

I &= heraby cerified ihai regiiraiion of the medical device ar VD sescrfaed balow
e dean eppraved by the Councll I terms of Sectlon 15041 of i zdicines an
el Suimstancss At 1965 (Act 101 of 1865), sukbject o the condiions indicatad,

1 i =

3 Class of rvedleal devieg ac IV . e

4 I the case of comblnation medical devices tha names and quantty of the
scheduled 3ubgtance(s)

£, Momesclaiure system or 20U o v rrr e e e eprpe e

o Condifane yndar which the medscal device or WD s rageeterad ...

7.  Regigtersd in the nama of thokder of cartdicads of Pegrsiration] —.......coooccevee ..

A, Mameard phusical adaizss of the original manufacturer ..o

E, B e = =T

F.egistrar
iEsed Al e N | IS

DETTRUACTION OF MEENCAT DEVICTS R IWom

14. [1% Mo medical devices or VDs mer b4 disposed of Inie municipal sewerags
systens,
2] The destructron o disposal of medical devines pr ivTe rmwsl be conduwsied in

such 3 sanfes as deteaminad by the Couneil.

METHOT DF TAKING SAMOLES DURING AN INVESTIGATICK, THE CERTIFICATE TO HE
\ZSUED AND THE REPORTING DF ANALY2i8 RESULTS

15 491 A inEnestor may, intenms of te Act, (ke @ esmple, or any quaitity of sainples, of
£ medinei devids of VD for purpoges of testing, exarninalon or anstyeia by a parscn
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suf2thy qualined wihin thelr professional scopa of practice, such 33 8 glinical
anginear, echnician, or paiholegist.

(21 Tha satnple of sarmphes comampleied in subragoladion (1) mua! -

8. betakzn i the presence of the person who i In chamge of such madical
gdevies or [WVD. or in the abeancs of such pergon, In the pressnce of amy
wAtnEas present

b, beiekan and siored in guch @ manner 88 10 sngure e integrily aurng the
anira axéninatian procesg ﬂfﬂ?&ﬂ&lﬂ:l!'.'ha;

G be packsd and sealed ane suilably @belled or marked in guch a mernss
&% /s nelure may pammid and rmus be tranamitted by 2ny suitable means
b anefson sudEbly quelified within their grofeasions snope of procthoe
auch es en enalyst, dinical anginses, techoicken o paiologlet wpethar
with the ceutificata signad by the mepector. @ copy of which mwst be
lgsued o the pavean coatamplated In paragraph [2) &y the inspector &l
the esrilagt posaiblz time

(2 The switably guelified person refered to in subregueation (1% must 23 300n as
Jresible after receipt of the scampés, teat, examing or anglyze the gamale gnc
repoet e resylie lharear.

(€1 An inspsctor rafarmad 1o in kubrepalation (1) may Be & sampe durng a routine
inspaction from a manufactures, & wholegater or retaler far esling  examinstion
ar #nalysls in ermis of theas regulgsians.

(37 Hatwitretendimg subregulatior (1), e Soumsl may require any holdey of a
ocarifcetion of registraton to sunoly e Souncil with 8 sample of & particula:

medical devies or ™D i onder to @3t exemine or anAivee auch sample.

(B)  GarHicates or reports isaned in lerme of this regulation reust oe submlited o ihe
Raglstrar wimin T deys oo the dele of iseus.

SEITURE OF MERMCSL DEVIGES CR Mg
18 fi) A medical devies or VD may be saizad if it-

a. e unropizieced g sokd [0 sontravention of the Act;
I8 3:epected caurtarfei:
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k= mishrandad),

has erpired:

e sUsnactad Srdart,

is poasestad by an unautharasd perscn or by an authorsed parson in

LU

whauthaised quankitiea-

0. fag beaun daclarsd undesireble & =amg of the A

k. belongs to the Siis sad ® found possessed by an unauthodsen person;
or

i ia uaad in mauthorkzed climkal tral of investigation.

(2% Arsnapector sezEeg any ftam In i2rms of gaction 23 {1} (o) of she Aci shal as
go0n 23 possibie and at the scane of saizure make 8 wiilen nventons of al
Herms salrad and ihe invemtcne ahlall includs;

2 e dade, place ant tima of seizurs;

(= the mare ano parsonal d=iaike of the parscn fom whom the ifems wee
saized;
e name and quantty of evary item seized; and

d dha feene of i inaoachar cocduedfing the eaizurs.

(31 Anitem pordermpated msection 38 01) (ch of 1he Act may be used 85 evidancs in
any crmminal wocaedims " terme of This A

(£} Ar nspestortaking aty sampie in Jerms of sacfics 29 (1) ¢d] shell rmake 8 writen
i Entory of S8 S22 Dles iae which shall inclode:

a  ihe dats onwhich. the place where and tme vehan the samphe was taien;
# descnption of nature and size of £ach sempla (ekan;

o the ooragnal Jdeizils of the peraqn in whoge praearda tha samplea wara

taken; and

the name of fhe inspacic: wing the samole.

L

I
In

Ay iNEpeCtor may:

g. seal oy disable, as the case may be, amy medicz! device or WD o pravan:
s furthar LEs;

Mmoo ramore sarad medica’ devices of WDs 10 @ secue plsce dasignatad Sy
the Council panding fhe od'cosne af &y investkgatarn, and
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¢ mndemn eeized mecial dewoss or VDS Tor pesmnanant destructian,

teoomimissoning and ditpoael efter 8 due investigallon has oeen
congucked by the Gauncll,

81 No pereon may, without the partissan of the Cauneil, sortimue o use, desiray,
CECOMFITHAE TN, PEMCYE, CELSEES OF Pemi to be removed. any medical devica or
P thiat has bean ssized and placad ader an smbango.

{7y The Council ghall eefely dzcommission and dlspose of srw condemnad eeized
medical tavicez oo VDS ir BCooreame: with regulaiion 16.

i#;  Tre Cowncil shell recover the cosi of decornmissine, removal, sioiege or
digpgeal of a1y mecheal device or IVD that was seisd fioen tha liceace naldar or
noldar of certificate of ragatration.

COMDLUCT OF CLINIGAL TEIAL & AND SLIRICAL INVEZTIEATIONS

i1 A person desining e inlilale or conduesl & cinlcal tial o0 cBnical fnvestigatan in
rezaect of an wirsglsiered maclkeal devics or performance assesament for an VD,
ar a nenw irmtanded purptize of 8 ragistaad medicyl davica ar (0D, shall apply to the
Coungii &n & fomi datartinae b (ha Cowncil for subhorization @ contetd such 3
ofinical irial or chnicad invastigateon.

(2] The apelicatian refemed toon suhregutaton (1) shall be accomtpanied oy 2
presained fee and must ganladn gt lesst tha following infarmation:

a  dinical inveetigaticn plén ar ciirical Fial proboced;
investicainrs eachure contabing, sdere aoplicable, relevard pre-clinical,
rmecharical, =actrica ano radiation data and where applicatle, hurman ar
anlmal clinican datz with the medea! sevice of W concemed:

co Curhouom wias of af imesiioators,

i,  glgned dectaratien by the appliconi and all inwestigalos that they are
familiar wiih and undorstand the protocc: and well coophy wiih Good
Clinlcal Preciice e determined v the Cedancll in the conduct of the
ciinical irveatigetion or cnicat ifal;

2 formed consemt decurnenils) and endorzement by any slhics comimithee
iscogmiaed v the Cooneil, erd
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i

(3}

]

i cama and addragz of the ingditution where the olinleal al or dinicel
irvaxtipation wilt be conducied.

Thea chnical irestigedion nlen or clisical tial protocol referred 1o in paragraph {2)
of eutsrcgulatian (&) #hall contaim &t fsast the folowsg nfoermalion:

g.  numbar of haman or amimeal srblects o2 appicabla © oa invohkead in i
clinizai imeegigetion or cllrical tial;

B the pgmne of an nvestgaler whe shall be an approorielEly gqualified and
competent peisln apprved oy e Council, mesident In the Repudlic, and
muzt be in charge of the site whare clinical tiala ara canducted;

. quantly of the invastigatonal medical davica ar MO units 1o 92 used in
the ciimical tria! or clinkat iwveshigatan;

d. mfermnaticn in orespett of it Sesign, menuieciurea snd  sxmacied
SarfoTnence of the madical device ar IYE:, amd

g, any ather infoomnalion as Setermmined by tha Coundil.

Clinteal mvestigatfons and clnlcal rals must be conducied I accordance «in
guldelines for good clinical practee determined by ihe Sounch.

Mo parstn shall cofiduct eimice! nyesiigatans o clifcal thizks ifered fo in
sUbregulatian (1) vyttt the sutherisailen of the Souncl.

The perscn canducilng the Sinicai Investigaton o clinigsl trial mugt

a suomlt progress reports o the Council sfter every gix morthe from the
date when the clinizal invealigaiicn of chinkes! insl wae siartad and A0
days efter tva completior. or Brmisation of he chnleal imesigation o
clinics frisd;

b.  subwnli adverze eyent reporie immedlately of ag soon a5 padicaly
roegitihd 1o e Casncil.

The: Zouncll may regueesi addifonal informatian, inspact a clinieal itvastigation o
tlmical trigl or withdrew: the aushanssthon 1o conduet @ clinical investigsion or
elimicai tia! if the Ceurd! 19 af the opinior: That the safety of the suhjects of the
ehinical invesligaiion or clinicei frip! e compromised, of inak the sclentific r2asons
fior canducting te clnicel invaatigatian o clinkcal tria, heve changed,
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@ The ollowing infoomallon v 2 medical deviea ar VD refemad 10 v sud
reguiation (1) shall be piovidad, whara applicabla;
| Inteeded pumpose o use af he Investgallonal devics in the propossd
alinésal inestigation or clinical trig',
bB) The populations and Indicslons far which the invealigstional davica is
nkende,
e} Meme or nuember of the model or ype, nciuding aafbware version and
acrezsorias. Fany, fo permil full identification.
db  Descrption ag to how Wraceablloy shafl be achiaved durng and afler the
clinicg! invegigaiicn, {e.3. by asslynment of &t sumsera. betgh rumbers o
sariad numbers),
gy The medical device or IVO shal. whare cractcal, be leballed with the
nama{s) and addreesas) of i premises whera tha clinieal invealigsation or
clinfeal tried ia b0 pe carrded ot 300
f b Ebwlled “for iovestigalional uss".

) Any auihorsaton for the condwst of & cnical Invasligadicen or clinical tial by the
Counci ray be mace sublec! to such canclitions as detarminad by e Cauned,

AUYWERLE EVENT AEAORTING AND WHEELANGE

13 (1Y Tha sutherised apessentativa o hokler of 8 cetificate of registration in respsc
ol & medical dewea of VD shad indomn the Councll, In the manner and witnlr the
i frame & delemined by the Councl, of guepecied devicse adwvaree events
reported W0 hire of her oSeumng 83 & regult of the vae of asch a medical device
o B,

(2% Bubregulaticn {11 alac soplise i the ceee of urregsdeded madical devioes of
I"De uesd in tarma of a=ctiona T4(4), and 21 of thé A6l

(3%  The sithoriged ispresamtativa o the halder of Fie conlficate refemad o n
cunregulatior: (13 with ragad w0 medical devlces or VDs refamed o i
aubreguiation (2] = the case roay Ba. shall-

@ wAthin da time ttames datarrdnsd by the Coundil afer receipt of iha e

refeered 10 in subregulation ¢1) Inferm the Council of the staps to be taken
to agdress the edverea ewabii
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v
._'h

i

.

whenever requesied by the Council, conduct a conciaa critical erekyais of
thiz safely and perfarsance of the medical device or WD and subhmi the
resuts trereot 1o the Council wilthin 2 specitied tme fisme; ard

in the case whase, aiier raceipt of the regule rofemed o in paragraph (b,
the Lourdl determings that the madical deviea or VD may not Ba aafis b
w52, Fubani, i regulred to do o toths Councli—

caee repers of all suspected device adversa svands in reepect of
e medical cevica or VD

ir Wheve applicable medical device or WD uzage Tgures, pesodic
safaty update recarte, parforaancs swdieg; and
il any othar data as requastes by Counell.

Feap =nd maintsin or hgve =oeage o recoms of all sevice advetse evan!
detl in respact of his, mar or 8 medical devicea or [We.

Mrmhiftg in s cegulaiicn shail bo interoreted o prohibiting any peraon om
resaring any aaverse sven to e Councll,

otedthatanming the prowigions of subregulaian (1) or {4} amy wsar who bscomes
gware af any acdverea avan ceussd or suapackad of Being caused ty 2 rradical

davice oo W) durng the posess o weing o condudineg posHrarkedsg
sirvelllance sieall repar 2uch events shther o the hokler of the cenifleate of
regiisiradion. the menufasturer, ta autnoriased reprgentativa or the Counst.

IMVESTIZATIONS

B

Tha Countil may condust an ivestigetion wkh regarg 0 a medics: dewice ar
T3 Ik manufactores, cisrlbulo: or whclesaler i-

auch 5 medice? davice ar IV |s racalled in Savir Africe ar ery oihar
LY,

a device gvarag event i rapartad I Sauth AfTicn or any Miher coentry,
the medemal devica or WG ke siepected or found noet fo comoly with the
requirements af Tha At

there iz an inferngtione! alet with reg2rd 19 such 8 medical device, VD or
the manufpckirar of 3 medicel devica or WD, or
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e for any cther reason. e Council deems It fit 1 sonduct an inveatpatice:
an the meadical dedee or VD

NFFZINGES ALID PEMALTIES

21,

Any sarson whe f@ls to comply with, contravenes he provigions of o wiliky
fimishae inctsrect information in respact of —

. F:a-g&lallni‘;s 4 of § with ragarc to the importation oF tanarmissson of
inedizal devicas ar WD,

i Renukaticn G with regard o the licanss fo manufacdure, 8Ci a3 2 distbunr

ar gttt @e & witdlezaler of maedical devicss o VDS,

Fegulstion ¥4 with regard to the destructlon of medica: dennces o "WDa;

N

-4 Reguletion 17 with regan? io the conduwc of cliniced irials;
& Seguleion 22 with ragarg to the advertizing of msdcal davices or Ma:
f. Fegulation 23 with regerd to the lagalling of rredical devices or VDS
g. Reguiatin 24wiih regeed to the inetructiong for wee for 8 ekl dedos;
h reagulatin 29 with régard to e instructione far use for an IWD;

i Salls a medica cevica or W that hes apined;

i Regulaon 21 with regiasd to the compliencs to the Esssntial Pringciplas &
canfirmad ¥ the Daclaration of Confomity; o

% Reguleiion 15 with regan to reperting of Adverse Events and vigiance
el be guilly of ar offenpe and upon conwiction be leble to & fioe, or o
impﬁmn.’ﬁmnt far & pasied ek excasding “1 years.

COMPLIAMCGE WITH REQUIREMENTS

i1

i)

ER

Every medical devkse o1 ivD shall cordorrn wiih fhe standards and spedficalons
which weare Fimishad 1o the Cownct o1 the form pressribad oy reduEthon 9 el
phisn has basn accedtad by Tuncil with reepect to such medical devics or WD

Swery medicai devieg or 14D ghall corform with the essantiel princyplas furnished
W e Council wiin 2 Dedareiion of Conformity prasciibed by reguladicn 2

Fry propesed deviaton from aocepted sienderds end specificativne as imanced
in euoreguiatio:n ;1) and (2 shal! pe submitted te the Council for prior appreval
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ADVERT{ZWNG OF BMECICAL DEVICES Ot Vs

2.

i)

2

(2]

)

(3

Tne under menthwed veguirements shall apply i ony edvedisement of &
redical devles of I,

Onky Class & and Cless B medical devipas and VD5 may or advectisad o the
publlc or @y parson.

Mo pdvgriiserment for a medles? davice ar YD mey comtain 2 statemart which
dewinbas from. ie in conflic! with or goas beyead the avidance subimitted In the
appucatian fon ragistraiion of such medical device or VD with ragars io ks safety,
qQuefly, or perfeangnes whare SLch smiancs has tean accepted by the Cauncl
in respect of such madics! deviee or VD and incorporaied invfo the appvovad
inatregions for uge of & madlesl davice or AV,

A writban sdverigemerdt far @ medicel device ar WD shad! conbain-

g the neme of such madizal devies or VT,
mooim the cage of & rogisiered medisel device or VO, the registrabion
namkar shoceded to it in erme of eactian 15 {8);

Tahen a Clazs G or Clase D vadical dendee or VD |8 agvartlsed for the st Uma
o any prospecive user, wrikew Infarmalion, which shall ncluge at keast the
inforrratizn eigvred o in regulatan 24 ar reguiation 25 ge the ceze may ba, shal
siubaracysly e glven 1o e peTs0ms; ta wiaim the argl, electronts or printed
adverisament |s direcied. 2nd when e medica! dzvlce or D 15 advertlaed an
suhaeguent accesions esch infosmation: shall e evailable on mouest

LABEL ING CF METHCAL DEVIGES Q% IvDs

&3

M

1
F

Tne label of gach medizal device of NT sheald contalv the followityy namicslars
in g xrgi English ';vhit:h mus: Sppesr on the medical davee or VD itzelf, ar on
the rachaging of esch unit, or on the packaging of ewitiple devices or BWia

@ name o tiade name of the medical devies e VO;

(B] proouc descripicn and infended uge;

(0 product srsicgue axle where applicable;

) n&me 3t ougiress addrees af ta mantacturs:]

{2l mame and business address of the holder of cerificats of reglstration;
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il whe's approprigls, 2d awicstion thal the dewce Wniﬂilrri- of ingoropeakes A
achedulad or bicdogical tubstancals);

0 the ot number whets agalicable;

th} ‘e serial nummber whera gpplicetle;

{i  tor eccesearies the s2rial number may be enbaiivted with 3 contsod nueber
and for soitoans it may be aubatibuted with 8 varsion numher;

(i) e explny date whara applicate: '

) whiera thare I o indicadsn of e ewpiry date. tha menufacturing dare;

fi anindicatian of any spetlal storage ard'or Banclling conditons sopticatle;

m;  if the devige B supplied sledle, an indkzation, of s strile stste and, whare
eoproprigte, the siarllization maihod;

1 wirere redevart, @ indication ol the net guanlily of conterts, exoregasd in
larms &f weighl or velemz, numenical count, ar any combination of teesa ar
odheer terma which goourstely reflect tha conlents of the packans;

&) warnicgs or preesutions whais epplicable; and

[ whess appeastiale anindication et the davics is sttendad o
i singke use:

M clivical Investgaton or premarket climical pefomancs study;
sl non-chi~icae ressaren, eaching or testing pumoses;

fiv  pregengsiion nr damenkimation purposea:

o it diageestic ues or Laboraicry Devadoped Tests, and
iy e petevard Tor coodesgional vae anhy®

() the medica device 8 3 repmceased madical devica the label must sdale tins:
carne of the e-pracessor ang [dendly e medical devce pe 5 raprocessac

izl deice,

{31 fi the WD kit ingludes individus! reagestt and arlcles: that may be made
avelehle =g Aaperate VT medical dovese, they must comp!y with the cantant in
sulwagulation (1) of Hiis reguiation.

IMSTRUGTOMS S0R USE GF METICAL DEVICES

T4 i The instruciiong for yea shall conizin by fullewsng in st least Enghed:

(21 rame orirede name o e medical e,
B e el Dusingss sddrese of e manufacturer;
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It)

i

i)

Ll

il

ki

]

{rm’

whers praciical, ihe approvesd Intendsd puipose or use of e mediced

devigs and whers approzriate, the inisnded user;

readys| nsks, contraindigations ard amy expected snd fomesaphle side

affecks, Including irfornaian to be comaysd 1o the nailent | bk regard;

spacfications et e user feouines o Use e device approgriakely (g, ¥

the: denize has & measUricg donction, te degree of scourecy daimad for

(4%

i the device contalme, or incorporates, 3 medicinal substercs andior

rrodesriad of bivlogical origin, identification of thet aybstancs or meiertal, as

dppragicle;

deiallz of amy prepareton treatmer ar hendling of the dawvice befors it s

ruardy for uss (8.4. siedlization, fi=al aesembly, celibreton, atg,};

any réquirktets for spacied fecilities. or soeciel frainiey. o narfionlar

gualflcaians of e device war aswdiar third pariies:

e inforrmailen needed b0 verlfy wiether the deviza |s properhy installed

and & ready W perfonm ssety and as Intendsd by e manuelkachices

tneethar with, wera relevans:

it detats of the naive, emld fraguensy, of praventslive and regular
maimsnarsa. and of eny preparetary Seaning or disinizcdion:

it lendfigetion af &7y congumzble compooenie and how {0 replacs
iheTr;

(i infowrmnetion on &ny neceesary caibrdion to e that tha device
aparstes oroperiy and safeby dunng ite imbended |62 spen; aid

(v meiwds of siminatng he Asks anocunfensd by pescns imaobed in
instaMng, cefbrtny or serdcing medca! devicas,

an inoication of any special franspo, sorage ancior hendling condition

that appliees;

i dhe deviee |18 supnlied shante, iwefructons in e event of the slenle

paskzgrg being demsaged bediora usa:

if the deicm 13 supplled non-aterle with the etantion tha: B g steried

bofare use, the appropiate ingtructions For sbarikzatian;

if the dmgse is pruggdle, informetion on the appropiete Drocessas to

oy reysa, including <leaning, disitfection. packeging and, where

appeapnete, the method of re-stelllzation irchoding indeamathon B0 identtly

wiheti the devics shouk? ro looger be rpusad (e s of makesial

degradeton or fie maximurn ruinier of allevmble reusas);

for devices intanded for use together with ather medicsl devices endlor

genaral purpose squipmendt:
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fon

(]

iy

Irferrvtestion t identtfy Buch devices or eguipment, e arger ta obtain
8 safs comsinatlen; and/od

informalion on any Snowe fesrictions to combinations of medical
davicss ard souipmeant

if the deviie emite hazardous, or poteniiedly hazardous lewels of radislon
far redicad purposes:

i

i

difallenl informetion &8 o tha neture, type and whers appoopriae,
e wtensky and dletribution of the emitted radigiion; grd

the rmans of protecting the pathand, user, or third pary (rom
unfnkended (adiaficn during vse of the devige;

irformation ihat allews ha wear andior patisnd o be iniormen of By
WAIMINGS. [FEC@Uling, messuras o be ken and lmistons of use
regerding the devics which infomnation shoukl oover, whers approprsta:

Lt

.
I

[l

[y

Y

i}

warnimge, pracantions andor measures 0 be {aken i the awent of
metfinctinn of ihe aoewvice or changer in ite perdformence that meay
&ffect zafaty:

wEinings, piecauticne ernd/ocf Hadsums o ba Bkan in regard o e
exposum 0 fespobabiy foresceablke  eXernal  infusnces  of
environmentasl  condilens, such as magnedc delds, exernal
mipcical and  slectromagnets  =ffacts, elsciresialc  discharge,
radmatlne assocleted wiin diapnostic or theranedtic procedures,
prezaum, humididy, or temperaturs;

wemmmgs, pracertona and'or msaauras to be talies n regard 1o the
rizka ot inderfarenca posed by the musormbey foresesakle nresence
of t# device dJurig speclfic disgnests investigelicre, evahuations,
tharepaatc Ireatnenl o use (2g. sleciromagnsaiic intefarsnce
smiited by the devipe eifecting other squipmert);

i the daviee scministzre medicinal ar dickoglcat products, any
!imiiaflu-né or Incopnpaiibility in fhe choiea of substances 1o he
rlalivaid;

warnings, pracavtana anaior fimitakions related o te madicne
substance or bholegical metsral ihat 15 incorpovaied infp the devics
a5 mm integrat par. o tre device, and

preEcaitions relatsd to matadals incorupoiated Wb e dewica Mg
Bie Sartlnogens mutagenic o loxle, o could resel in sanslilsathon
o akangic reaetion of Jha Jalient Of Uses,
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(2}

13}

(i

(3t

]

WEMINGE of presautiane o0 ba teken raleied to the deposal of the devies,
ite socesseries and the congurakles vsea with it if any. This Infarmeatian
shold cover, swhere approprats:

(it infecton or microbiali hazarda {eg. explants, nesdles or surgcal
aguipment contaminaed with polmndaly infeciouz substances of
LMD gt

Ml emvimnmen@l nazacds (2.9 bodswiss ar natedals that emit
potartlzlly hazerdous besks of radiaton); and

(1} physical hezards (20, froon shamps):

for devices irtended for wse by [ae-parzons, tia dreumalances when the

mger anauid consdlit wish & healthcare professionsd;

gate of igzue of |Fest revision of the lnstructkons for ase and, whare

appropiste, &0 identil=tlor aurmdber; snd

appopiate senice and malnienance insimictions For techinfcal sguipmesst

end devices |, wirare applicaki.

Ingtruciione for uas for Zlaas A medicel Favices to be incheded whera
applicabihs

INSFRUCTIONS FUR USE OF iVDs

26

{1)

Th= inetnsciansa for uas ghall contain (e fafkowirag in & sact English,

{althe name ar tacs nemna;

(o]

(e

(e

_|' E"
[

rama and address o thé masufaciurer

the inkndad purpossiuss. includicg but not Favited 10

i) wehet bs debected,

1l s funtion:

yiiil  the gpeclflo discrdsr, condifion of sk f@ctar of interest tal i
[niended t3 detact, defing o differanikls,

iv] whetisar 113 avomaied or not;

vl whaihs bis qualitathie o quertiEiiva;

fwil tha oo of specimon)s) requined (a.0. sarum, pl&ms, whole Dlood.
siE=ue aiopsy, uFlne; and

tvil)  teattng populstion,

an ndication & [i is for in wilme disgnostic use and where feavand for

"profassiomal vss onky’;

ther inbEfdad Lmer g5 eopropnata;

taast Aninepe,
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io!

Pt

th)

fix

il

ikl
1)

|'|'|'\::|

A

()

B deacnplion of the meegent, calibrators and controls and ary limdstion

upen inelr use (. sultablz far a dedicated Ineremnertt anby);

WD ils Inchude indwidual resgents and atlclkes thel may be made

aveilable a8 separale N, 1o Wls siledlon, whera appropisde, thege

WO shoukd comply with iha Tstruetions for wea contegt In this sectic,

compasitian f the feagent pfuguct by nadure amd concertrallon of the

acilve ingredheais) of the reagant(s) or kit a3 well a8 £ gtamEmeint, whers
appropciata, that the dewice costsing other ingredients which it
influgnoe the measurarnant;

e list of matznale provided ang a llst of speeial matarfale rsquired bt nes

pronvide; _

for W[2e intended for use together with other IWVDs o medical devices, or

DENETEl RIPOSE eOuIpTeEn:

o wfoemation 1o identify such devices or equiniment, it order to uatzin
8 safa cambinstion; andg

Wy imformation om any known resrictions o comaingions of medicsl
tavices and squiserant;

an indication of any special slcrase ang hendling conditianza that apply;

in s stekility wehich may incfuds, tha starege conditone, and ehed life

following the flrst cpendng of ‘he oeimzey confeiner, togelfer with the

sioreg? condiions and atabity of working golutles, where this &
ralzvans

¥ the WD is supplisd as sierils, instructlons in fa avan of fa sielle

packeging being damegod oefora uss;

infarmiatkod thet allews the wser o0 b2 infpensd af any samdnge,

praceullons, measures i be teken and limitstione of use regarding the

VI mitsh Information showkd cover, whers appraprista:

by warengs. precaulions and aesaures to be taken in the event of
mplfuncton of e VD or its degradation a2 suggesied by changes
in [t& appearanca that may sfiect perfarmansos,

i) wesrrings, precautiona and measures 1o e aken in regards to the
axposuca o ressopably  foesesabde  extermal infuencas  or
emdircnmestal  condiions, such as  magnels felds. - edernal
gegiical el elsctiomagneiic effecis, =wcirastatc dischampe.
radigbion associstag with disgnostic ar therapeutic procadures.
pragsiere, fumidity, o tempaeatune,

(il wammgs, preceutions and measures to be isken in iegads o the
ilzke of imierfarance poued by the rassonably foresesatde pregance
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(a)
in

(8]

i

iy

i)

(ter]

(1)

ef 2 device during specdic diagrostic inveatigationa, avaluaions,
therapeutic iratmant including slactrbmagnetic inkerfsrence emited
by the device attectitg siler squipmoan where spolicable; '

vl pracaubcss reletad 1o meatarsls incorpoteied i the YD that are
carcinegenic. mategenic or {fowic, o could result in sensitsailon or
=liergic Teaciion;

any warmings and preceutiona relsied to potentislly infectious materal

wnad is incladed In ke (VD:

whede relevent, fequiran=snis for specigl fedltiea inchading clean room

emnvircamnert, radigtion gafety of partkeular qualificsiioes of the devies

U54ar;

condtione for codlection, hanaling, and pieparsion of the specirmen;

catriiz oFf any preparatonys ectnent o handing of the WD bafore it &=

reacy fiov usa liesluding raconstitution ane cakbration where applicanle;

the information needsd 1o varlly whether the VD s pn:-i:rarr!.r instadlzd and

i regdy o perform safely and 28 Intendad by the menufacturar, iogether

wAlR, wherg rgdeyandt

Mo oedwils of the nere, and Tequency, of nreventabive and ragular
maimtanance inch:dirsg cleaning and diginfection;

(&) idanbfcaion oF any consum&abls eampoenents arrd Rawr 10 rapiace
therm;

(il Informaten on any noecassany calbration to ensure thak the WD
coergtas property and eafzly curing ite imtanded life aogn;

liv]l  methods of migating tha rshs sncounfered by prarsones malved
Insdadling, selbrating or servicing VD,

wehaee releyant, recommendetiama far guslity conknd procedura;

the mefalegiced maosebiiy of vetuss sssigned do calibrators and

ruensas-conin! matanels, inciuding dentificatian of agplicanke (seenes

maferinls end refarsnca messurean? procedures of higher onder,

asguy procedure Including cakeulsfions end ntarprsdation of resuls e2nc

whers ralesrant f any confimatany 1eeting should be considened;

prakyticel performance ciraracterstices, auch 88 sansitiity, Spadciiltdy, and

BTSNy

whare relevan, clivigai pefammance charactensics, such as disgnoglc

aenaifivity and dipgnostle specfic!y;

wihere redavant, refanenca intssvals; and
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(=}

(=a)

informative: on imerfering substances or limietions auoh 22 wisual
evidence of hypanigidaemia or heemalysis, ege of agaciman et may
aifect the parfoimanca ot ha aseaxy:

wesfings or arecaulicree 1o ba ieker: mleiec to e disposel of the dewise,
ifs =mooassotias, end the consumahles used with it, # ary, which
Informsthon sholkd cower, whess sapropriata:

i mfctor or microblas fazands,;

[ envirenmenis? hasards; and

(Bl physhal hasards;

for [WEDs Intended for vse oy @y persans, tre drcumatances when fhe
user ahculd consull with 5 healthcare professkonal,

whe i raleven, 3 blbkogeatsy;

daie af iesue or iEest ravigion of the ingtructions for uge and, whera
aprronhiate, an idendfication numaker: and

apwcpnate meaintanance instructiona for lechnicei WD machines, whesz
sophcabts.

CUSTOM MADE MEDICAL DEYICES

28 7} Al sesiorm meds medica” devices rhust b manutactured and =old comglying

Wit the guscelines applicatle fo mad izl desiges.

RECORD OF MPLANTABLE MEOHCAL LEVICERE AND CUSTOM MADE RIETHCAL

EVROEY

FTOO0T) M peemiarerr recoid in respect of 8l Chess O enplamablz medicel deyicea end
rdgh-risk custemn made inedical devices ghall be kopt on gl pramees whera such

devices gra w0l¢ and sl cantadn the "ofmving Miommatian:

e nzrw 2ed The produnt sode of e medical device,
oo date an whiche the orger for thg imolenieble o costom mde fridical
device wag ralsed,

4

£ meds! nurnber. betoh nuribern, and secal ndmber {IF appicabie).

g, the nams, gddrass ent idanily number of the peten::

o

wnare spplicabla the ~ame of the vaer and who wil . the case ol an

imnlantetle modical dewics, be responsiole for tea implentstion of the

medical dewica;

f e name 2nd addmess of iy heslh eglanllshmant;
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g.  ihe name of e mansesturer of e impiamtaible or cuslomn Mase nedical
dearice; and

h.  informadlon relgting i the design, menuiaciuring end performance af tha
rradical dawiea including expecten performancs.

{2]  Tihs otder record zhef be relgined at the business addmes of tha saller for &
peilind of &t sast five years bevong the expeded e of the medical devics.

(5] Tra manuiecturar, digtributur or wholsssler of Class © or imolantable cuatom
Tede medical dewices shall keep 5 recard of Claes D or implantable cusiom
Made medical dewviogs in tha fann of inworces that wil! refloct:

a  the d=re and jmnsection of every sae;

1. the progistany neme of e raoiksl devics;
. the name end address of every purcnass:
o, the quentites sold; snd

a. e batoh number o sered numder,

(4 A recond refarsad b In subragulation (1) skall bs kent for @ parod of fifty yeam
fronm the: oista of Bale.

TRANEITIGHAL ARBANGIMENTS UMLICEHCED MAMUFASTLIRERS, DISTREUTOR:
i AHOLES A EHE

28 (1} Manufesurers, dstrlbetors or whckasakers seling medical dewicas of YD in 172
Aepuilic =t the fime of the comemencement of these Tegulalions shall, sumect to
renukaiion 9, be deeimed o be treding kgally,

(21 The Council shalt issus notices in the Garela caling ‘o7 the Koensing o
manufechires, disifbuiars ard whoiesalers which neticas will stipulate the
conddione ard fime pancds fof Gieansdng.

TEAMSI TIONS . ARREAMSEMENTS . MhAESIS TERED MEDICAL. DEYLES AND Wik
26 {1 Linregiaterad medice! devizas or WD sald in the Renubkc et tha fiome of the
commencemen of these reguiaticns ghall, subject 1o reguiation &, be deerel o

2 mald iggalkr urtil zash time as the call-up notice paiied for ta roedlcal device
K Tl s experen.
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21 The Councd ahall issue nmices from time 1 time ik the Gazetie calfing o the
reglsleaiicn of medical devices ano WDs owsich ralices will stipulate wihtich
classges of medical devices and IWDs mst b2 oregistessd and provading ha
camikiors and ime perloas o tha applicatan for registretion.

{3} Meoowithstanding echreguiaiior] the Council may reqguire any melicad device or
VD ko comphy with any raquiraments that the Counzil may datermine in crder o
enayre inet the medical devicz or VD meets the Eesertial Frinciples of sadety
and pafarrance, a2 cetemmined by the Coanait.

COMMENCEMENT

ac.

rd
¢

| ] 2

I'I
b
".
. /

Tnese Regulations are called Raguleiions ralefing to Medica Devices and in wirg
iragnastic Medica! Dewices [PJa] rrada in serms gf the Wedicines and Belaled
Subetances Act, 1958 (Act Mo, 107 of 1368) and wAll coramenes ypor the date signed by
1ha Minigter.
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IMPORTANT
Information

from Government Printing Works

Dear Valued Customiers,

Gowarnrment Printing Works has implemented rules for completing and submitting the electronic Adobe Forms
when you, the custormer, submils your notice request.

Please take note of these guidelines when completing your form.

I ‘ =
GPW Busineis Rules “ 4|
1. Mo hand written notices will be accepted for processing, this includes Adobe L

farms which have been completed by hand.

2. Motices can anly be submitted in Adobe electronic form format to the @email submission
address submit agazetted@ppw gov.za. This means that any notice submissions not on an Adohe electronic
farm that are submitted to this mailbox will be rejectad. Mational or Provincial gazette noticss, where the 295
or 2850 ray must be an Adohe form but the notice content {body) will b an attachment,

3. Hotices brought into GPW by “walk-in" customers on electronic media can only be submitted in Adobe
electronic form format. This means that any notice submissions not on an Adobe electronic form that are
submitted by the custemer on electronic media will be rejected. Naticnal or Provincial gazette notices, where
the M5 @r 295Pnow must be an Adobe form but the notice content [body) will be an attachmant,

4. Al custamers wha walk in te GPW that wish to submit a notice that is not on an electranic Adabe farm will b
riowted to the Contact Centre whers the customer will b taken thraugh the camglation of the form by a GPW
represantative. Where a customes walks into GPW with a stack of hard copy notices delivered by a
medsenger an behall af a newspaper the rEssErnger must be referred back ta the sender as the submission
daas nat adhere o the cubrmision nules.

5. Al notice submissiaons that do not comply with paint 2 will be charged Full price far the notice submission.

. The current cut-off of all Gazette’s remains unchanged for all channels, (Refer to the GPW website for
submission deadiines — www. gpwonline.co.zal

7. Imcorrectly complated farms and notices subrdtted inthe wrang format will be rejected to the customer
te be correctad and resubmitted, Assistance will b available through the Contact Centre should help ba
required when completing the forms, [00.2-748 $200 or amaill info.egazetts @ gpw. gov.za)

8. Al re-submissions by customers will be subject to the above cut-off timses,

9. all subrmissions and re-submissions that miss the cut-off will be rejected to the customer to be subrmitted with
& new publication date.

10. Information on forms will be taken as the primary source of the natice to be published. Any instructions that
are on the email bady or covering letter that contradicts the notics form content will be ignored.

You are therefore advised that effective from Maonday, 18 May 2015 should you not comply with our new rules
of engagement, all notice reguests will be repected by our new system.

Furthermore, the fax number 012- 748 6030 will also be discontinued from this date and customers will only be
able to submit notice requaests through the email address submit spasettefapw. gooa,

=l PCRGTHTHAL

@ = eGazette “s o

Printed by and obtainable from the Government Printer, Bosman Street, Private Bag X85, Pretoria, 0001
Contact Centre Tel: 012-748 6200. eMail: info.egazette @ gpw.gov.za
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