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REGISTRATION OF CERTAIN MEDICINES: MEDICINES AND RELATED
SUBSTANCES CONTROL ACT, 2003

In terms of section 23 of the Medicines and Related Substances Control Act, 2003 (Act No. 13 of
2003), I give notice that the medicines set out in the attached schedule have been registered in terms
of that Act, subject to the following conditions:

1. The manufacture and control of the medicines must be in accordance with the existing
current Good Manufacturing Practices as required by the World Health Organization;

2. In order to assess compliance with paragraph (1), inspections and investigations may be
carried out regularly by inspectors authorized in terms of sections 35 of the Act;

3. The information in the package insert must, on a regular basis, be updated to conform with
the package insert approved by the Council;

4. The holder of the certificate of registration which is referred to in section 19(7) of the Act,
must comply with the Act;

5. The registration of medicine is subject to regular review regarding its quality, safety and
efficacy, and the Council mays, as it considers necessary, vary the registration of the medicine;
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6. The first two production batches must be validated in accordance with the detailed process
validation protocol which was submitted at the time of the application for registration;

7. A validation report must be submitted to the Council within one month from the date of
completion of the validation referred to in paragraph (6); and

8. The Council may review the registration dossier at such intervals as the Council may
determine.
L.INDONGO

ACTING REGISTRAR OF MEDICINES Windhoek, 29 September 2011



Government Gazette 17 October 2011

No. 4812

3w Qg J1A0[d1oB[BA 01 JUd[RAINDS
0] 9pLIO[YJ0IPAH JIAO[JIOR[BA opux Pyl
TSN 010T/ST/¥ | 8SE0/8'TOT/O |  SUTRIUOD J3[qE) PAJLOI-WIY Yory 19[qe1 | -O[Yo0IPAY IIAO[IIOR[BA 00§ 217 | (Kd) (VS) Axequey | 8
Sw o'of
unejseanyj 03 juarearnbe wnipog Vg
7SN 0102/S1/v LS€0/S L/0T | uneisean]q sureyuod opnsded yoeg o[nsded wnIpos uneiseAn|j Ot uaS00so (K1) (VS) Axequey L
3w 00
urnjeiseAany, o3 JusreAarnbs wnipog |
SN 0102/S1/v 9G6€0/S L/01 | uneiseany surejuod a[nsded yoeyg ornsdeo wnIpos urejseAn| 07 Ua300s9] (K1) (VS) Axequey 9
3w 008
unejseAlole 0} Eo_miswo wniofeo P
TSN 010T/S1/¥ GSE0/SL/0T | UNEISBAIONE SUTEIUOD JO[qe) Yorg 19198 wnide) UNeISEAIONY og uasodry|  (Lid) (VS) Axequey | ¢
3w o 0p
uneIseAIole 0} jusreambs wnrored Vg
ISN 010T/ST/Y #GS€0/SL/0T | UNBISBAIONE SUTBIUOD J2[qe) Yoey 191qe) wnid[e) UNeISeAIONY of uelodry | (Kid) (VS) Axequey | ¢
3w 00
urje}seAlole 03 JuareAmba wnioed Pyl
SN 010T/S1/+ €S€0/S'L/0T |  UNBISLAIONE SUTEIUOD JA]qE) Yo 11qe) wnive) UNeISeAIoly oz ueSodry|  (KAd) (VS) Axequey | ¢
Sw (01
unejseAIole 0} Jud[eAlnba wnroed Vg
TSN 010T/S1/¥ TSE0/S'L/0T | UNBISBAIONE SUTEIUOD 19]qe) Yoey 191qe) wnid[e) UNeISeAIoly o1 uelodry|  (Kid) (VS) Axequey | ¢
81 (g1 wnidomnory, 03 Jusreamba v
oprworg wnidonor], surejuod uonereyur (K19) sTeonnooewreyq
TSN 010T/ST/¥ |  1SE0/1°T01/01 uone[eyur 1oy ansdeo yoeg | 10§ sonsded aprwoxg wnidonory, JUSATOA wroypasuy | |
SNLVLS ALVA VIIINVN WI04 (SYAALLDV O HINVN A4VL
"AAHDS | NOLLVILSIOAY | "ON "LSIOAA LINN ASOA/HLONAALS AOVSOA HNVN AAAOAddV -ARIdOdd INVOI'TddV N/S
AINAAHDS

SANIDIHAIN NIVLIHD 4O NOLLVILSIDHYT A0 NOLLVIIILLON




No. 4812

Government Gazette 17 October 2011

3w G surw
-n[Sow(y Jueydaideso, surejuod

SN 010T/S1/+ 89€0/T°L'S/01 | uomnoolur 10§ pudwig jo [ea yoeg | uondolur At ueyidardesoq PUSWAA] P11 (Ad) ASN| 81
3w (g9 aurogye)
pue Sur (g utndsy ‘3w (f0$T aurdgye) P11 (Kd)
ISN 0102/S1/% L9€0/8°7/01 | [oweladeIRd SUIRIUOd J9[qe) Yyoey 19181 ‘urndsy ¢jowrejooereq ULIPAOXH | BOLIJY YINOS SHIBAON | L]
Sw (¢ jo[owt], 03 JuareAanba
JJealeIN [oowL], ‘Sw ¢¢() 3sordewr BRI P11 (K9) sTed
<SN oroc/siy 99€0/+' S1/01 | -1 SUIeIuOd uonN[os [W () | Yoey sdoip ok [ojowry, Jsoxdewrg Mojuen | -nnodeulIeyd UBSIdY | 97
g9 2d£1019s 10§ 9pLIRYD
-0us Jo 31 'y pue J€g pue ‘461
‘V6I O8I V1 ‘A6 AL VISV
‘¢ ‘1 sad£1019s 10J OpLIBYIIES JO uonoafur UONBUIqUIOD
ISN 010TIST/Y §9€0/1°0€/01 | 84 7' surejuod asop [w ¢'() yoeq | 10§ uoisuadsns | - sad£jores apireyooes ¢ €[ Teuoald P11 (Ad) WM | ST
Sw (g yuead
-1doxe T aseoaI-aieIpawlI ‘(proe
J1unooru) uroRIN (YH) 9Se9ar - juerdrdore
<SN oroc/siy #9€0/S'L/0T | POPUAIXD T [ SUIEIUOD 12[qe) Yoeyq ISCLE yueididore  (uoBIN | /URIN-ASIN P11 (Ad) ASN| 1
Sw (g Juead
-1doxe 9seoaI-areIpawwI ‘(proe
o1unodIu) urdeIN (YH) Asedar -
SN 010T/S1/+ €9€0/S'L/01 | POPULIX3 T | surejuod 19[qe) yoey 101qe) juexdidore  curoeiN aandepaif, P11 (Ad) AsN| €1
Sw Zo*0 [oTpenSo[AU
-1y pue Sw (¢ duouand [o1pEnSo[Au
ISN oroc/S1/y €9€0/T'81¢/01 -SOI(J surejuoa jo[qe) yoey 1198} -Typy duouaidsoi( (47N P11 (Kd) ekeg | ¢TI
3w g opru pr1 (A1d) sped
<SN oroc/siry 19€0/T°1¢/01 -E[OULqILD Surejuoo J9[qel yoey G OPIWEOUS]ID | SI9[qBL oIedel( | -hnadewleyd SqQBL-od | [I
3w 000y pr1(Kid) speo
CSN oroc/si/y 09€0/€ ¥ 11/01 |  SUIpoWI) SUIeUod 39[qe) Yoy 1198} aurpnowi) | Sw O Yo[wI) | -nnadeuleyd sqer-og | 0l
uon
Sw G/ wnIpog drUIJO[I(] -o9fuy orudJO[O P11 (K1g) steo
<SN oroc/s1/y 65€0/T°¢/01 surejuod dnodue [ur ¢ yoey uonoafur wnipog SeudjodIqg -1 sqeL-eg | -hnadewiieyd SqQBL-9d | 6
SALVLS CRAZ( VIAINVN N304 (FALLIV A0 HINVN AYV.L
‘AIHIS | NOLLVILSIOHA | "ON LSIDHYA LINQ HSOQ/HLONHTALS FIVSOod HINVN AHAOUddV -HIIdO0dd INVOI'lddV N/S




Government Gazette 17 October 2011

No. 4812

Sw

0'S. 1e180pido[) 03 Juoreamnbo Sw g/
areyding ualoIpAH [13oprdor) oreyding | [ex3opidor) sor julg §ES%))
<SN oroc/s1ry LLEO/T'L/OT |  SUTBIUOD J9[qE) pajeod-w[y yoey G udg01pAH [2150pidor) | -wreu(q eurreyd SolweuA( ewreyd | Lg
Sw (' ursoz
-eX0(J 01 Jua[eAINba AB[ASIN julg JESE))
CSN oroc/siry 9LE0/¥E/01 | UISOZEXO(J SUTeluod J9[qe) yoryq 1Iqe} e[ASOIA UIsoZexo( X utzren SoIweuA( ewIeyd | 97
3 01 urorw JUOWY)) Juog
-uBjuan) 03 JuaTeAInba 9eyding UIOTWIRIUSL) Y1 (K1d) sTeonnad
<SN oroc/siy SLEO/T'T'0T/0T | UIDIWEIUAD) SUTRIUOD § () Of YOBH |  JUSLISD dUOQ ajeyding upIWEIURY | AHD JOSHEBWS | -BULIEY SIIPAWOYMQ | ST
Sw (G [o1
-3opido[) 01 JuareAInba 9rej[NSIg
SN 010T/S1/+ ¥L€0/T'8/01 | 12180pido[) surejuod jo[qe) yoey 19[qe) arejnsig [a13opidord [oI3e[d | PYT WeISU] YO0PY | T
3w o0F P11 (K1d) volyy yInos
CSN oroc/siry €LE0/CT/0T | S[0Zepusq[y SUrejuoos J9[qe) yoey O dlozepuaqly 00 [91usZ QUIIPIUISOXBLD | €C
Su () 9pLIO[YI0IPAH UISO[ opur 28
<SN oroc/siry CLEO/YE/OT -nswe], surejuod ansdes yoeq o[nsdes | -ofyooIpAH ursopnsure], IS oghuon (L) (vS) Axequey | 7T
3w (g'Z9 PIOY dlur[nARLD 0}
juseAmbo syeue[nAR[) WnIsseIoq
pue Sur (f O UI[IOTXOUrY 03 JUd] [ug/Sw
-eAInbo 9RIPAYLIT, UT[[IOAXOWTY uorsuadsns Jeur[NAR[D WNISSLIOd |  0S79-0ST AB[D P11 (Kd)
CSN oroc/siry [LEO/T'T°0T/01 | Surejuod uotsuadsns [ui (G Yorg Joy 1opmod | orerpAyriy, ur[oAxowy | -Ixowy-omy BULle(q opulqomy | ¢
3w ¢7'[¢ PIOY dlur[nAL[) 0}
juaeAmba sjeue[nAR[) WNISSBIO]
pue Sw (fGZ[ UI[IOTXOUry 0 Jud] Jug/Sw
-eAnbo o1RIpAYLLT, UI[[IOAXOWY uorsuadsns | {QIBIPAYLLY, UI[[IOAXOWY | GT TE-GTI AR[O P11 (Kd)
7SN 0102/S1/¥ 0L£0/2°T°0Z/0T | surejuod uorsuadsns I ()G Yoy 10j 1opmod | SJeUR[NAB[D WINISSBIOJ |  -TXOWY-0INY BULIRYJ OpUIqoIny | (F
SWeISoIoI G/ ‘¢ SNIIA
MI-A(INTH)600T/L/BIUIOJ[BD/Y
0] Jud[earnbo uadnue Jurureyuod STUIIA
‘PAjeAnORUL “SIUIA BZUSNPU] MI-ACINTH)600T/L P11 (A1) eoLyyyInog
ISN oroc/siry 69€0/1°0€/01 | 11ds surejuoo (Ju ¢*() as0p yoey uonoafur -[eIuIojI[eD/V ‘uasnue xuuedary QUITIPIUUSOXEID | 61
SALVLS CRAZ( VIIINVN INJ04 (SIALLIV A0 HINVN AYVL
‘AIHDS | NOLLVILSIOHY | "ON "LSIDHA LINN HSOA/HLONHHLS FHOVSOd HIANVN dHAOUddV -HIddOodd INVII'IddV N/S




No. 4812

Government Gazette 17 October 2011

Sw (' 1 ueoajodo], 03 Ju9[
-earnba opuo[yo0IpAH ueosjodoy,

Sw [ ued

Y1

TSN 010T/ST/Y #0¥0/97/01 | SUTLIUOD [BIA UONdAUI [W G Yorg uonoafur | apLo[yd01pAy ueddjodoy, | -arodog-edry | (A1d) oxdpapy - e[y | #¢
3w 009
QpLIO[Y20IpAH QuLipaydoopnasd ApLIO[Yd
pue 3w ‘g eydsoyd auropo)) -01pAH ourpaydeopnasq U]
ISN 010T/S1/+ €0v0/1°01/01 surejuod dnifs [ur 0] yoeq dnufs soyeydsoyd aurepo) jop-eidiny | (Lg) oxdpoy - eldin | €¢
3w o o[ozeadow
03 JudreAmnbs wnipog ojozed uonoafuy U
<SN oroc/siy cov0/e ¥ 11/01 - SUTejuod [eIA W O] Yoey uonoafur wnipog dozeidowy | AT Swigy dowQ | (Lid) oxdpay - eldip | g
3w 0001
quunew] o3 Jua[eAmnba aJe[ASON jul|
SN 010T/S1/+ 10¥0/#€/01 | prunew] surejuod a[nsded yoey o[nsdes QIB[ASIIN qrunew] ooaew] | (Kid) oxdpay - eldip | [¢
Sw (o1 11zedouo 03 Ju[
-eaInba opuo[yo0IpAH [1zadouoq uls|
€SN oroc/siry 0010/¢°S/01 | SUuTejuoo 19[qe) pajeos-uy yoey 19[qe | 2pLIO[Y20IPAH [1zodouo( 01 1deoouo|  (Ad) oxdpay - e[din | oS
3w (*gg urwereqoooueL)) pue
3w (f 11 [ousyioyued-p 3w (' ¢y uru
SQPIWRUNOJIN ‘SW () QUIXOPLIAJ -e[RQOOOURAD) pUR [OUY)
‘Sw o[ urAegoqry ‘Sul (°9[ opu -OJuRq-p ‘9pIBUNODIN
-O[Y20IpAH ourwery, Sur (081 ¢ QUIXOPLIAJ UIAB[Oqry
enI) wnrofe)) ‘Sw () ()Lg dulej ‘OpPLIO[YO0IpAH QuIWeIy [,
-JeD ‘W (' 006 2ILUOON[L) WNID ‘9renr) wniofe) ‘duIdj A119qmens
ISN 010T/ST/Y 08€0/€€/01 | -[eD sureuod dniks Jur ¢ yoeg dnifs | -yeD ‘oyeuoonin wnode) | dnikg snidorg | pIT wWeIsuy Yo00py | Of
Sw (‘g1 [oweldRIR PUE FW
0°Z dreaeA surwearuaydioy) [owrelddRIRd ‘9)1Bd[RIN
‘3w 'GT IDH sunpaydeopnasd ourwenuoydioy) | dniks njq pue
ISN 010T/S1/¥y 6L£0/8°S/01 surejuod dnifs qu (g yoeq dniks|  ‘[OH oumpaydoopnasd |  P[oD BZUAIO) | PIT WRISU] YO0OPY | 6T
Sw (g aprzeryioroyo
-0IpAH pue Sw ¢ 9pLIO[YO0IPAH 9PIZBIYJOIO[YD ApLIO|
<SN oroc/s1/y 8LEO/T'8T/01 OPLIO[IUY SUTEIUO0d 391qe) Yoryq 1w[qes | -0IpAH ([OH opuoIuy | -lury-0)-0adg | pi (A1) weydoadg | g7
SALVLS CRAZ( VIAINVN N304 (FALLIV A0 HINVN AYV.L
‘AIHIS | NOLLVILSIOHA | "ON LSIDHYA LINQ HSOQ/HLONHTALS FIVSOod HINVN AHAOUddV -HIIdO0dd INVOI'lddV N/S




Government Gazette 17 October 2011

No. 4812

Kanoe
eY-Nue O] 000¥ 03 Judrealnbo Sw

0° 0t wnIipos urredexouy sureuod o3uniks U
ISN 010T/S1/v €1¥0/T'8/01 a3uiks payry-a1d W 0 yoeg pay[y-o1d wnipog utredexoug O xopoug | (L1d) oxdpay - erdiy | €9
Sw ¢‘g 9[0zona| s191qel Sw jul|
SN 010T/S1/Y TIYO/TI'IT/01 | SUIRIUOD J9[qe) PAJR0Od-WY Yory ICLY ojozono | ggowejond | (Ad) oxdpal - ediy | 79
(Ju/SwQg) A/m
957 WNIPOS UA[OWOI)) SUTBIUOD uonn[os P11
ISN 010T/S1/y [1+0/S'ST/01 | uonnjos drueyiydo jo fera yoeq | orwpeypydo wnipog ukjowor) fewor) | (Ad) oxdpaly - erdiy | 19
3w ('g durp pr1
ISN 010T/S1/Y 0T1v0/T° L S/01 -BJRIO[SS( SUTeIuod 391qe) yoey 19198} QuIpejeIo[so( eio[so( |  (K1d) oxdpoq - eldid | 09
3w ' 0OS uroAwod
-UBA 0} Jua[eAINba SpLIO[YO0IPAH opu jul|
SN 010T/ST/¥ | 60v0/I'T°0T/01 |  UIDAWOOUEA SUIEIUOD [BIA YorH uondafur | -oyooIpAy urokwodueA | 0§ xewooue | (A1g) oxdpoA - edin | 65
Sw
0'{ SNOIpAUY PIOY OIUOIPI[OZ
0] JuaeAInbo 91eIPAYOUOIN PIOY oelIpAY P
SN oroc/siy 8010/7¢/01 OIUOIPI[O7Z SUTBIUOD [BIA YoeH uondafur | -OUOJAl PIOY OIUOIPI[OZ sompawioy | (A1) oxdpay - e[drny | ¢
3w (f o 9[0zeadojueq 01
jug[earnbo 9jeipAyInbseg wnipog
g[ozeidojueq 3w [‘G{ SUTBIUOD arerpAymbsag jul|
€SN 010e/S1/Y LOYO/E ¥ T1/01 191qe) pajeod SLRUL Yoey 11q¥) wnipog dozeidojued 0 d0[ozeld | (K1) oxdpay - eldiy | LS
Sw (g 9ozeidojued 03
juoreaInbo ajerpAymbsag wnipog
grozeadojued Suwr 97y SUIRIUOD oreapAyInbsog U
CSN oroc/s1/y 900/ 11/01 191qe} Paje0d SLRUL Yoey 1198} wnipog o[ozeidojueq 0g oo[ozeld | (Ad) oxdpay - e[y | 9
3w (' ueodjodoy, 01 Jusreamba
apuIo[yo0IpAY ueodjodo], sure) 3w 4 ued U}
SN 010T/ST/Y S0¥0/92/01 -U00 [erA uond3ur ur O] yoeyg uonoafur | apLo[yd0IpAH ueddjodoy, | -arodog-edry | (A1d) oxdpapy - e[dy | 66
SALVLS CRAZ( VIAINVN N304 (IALLDIV 4O HINVN AdV.L
‘AIHIS | NOLLVILSIOHA | "ON LSIDHYA LINQ HSOQ/HLONHTALS FIVSOod HINVN AHAOUddV -HIIdOdd INVOI'lddV N/S




No. 4812

Government Gazette 17 October 2011

Swg/z
[onqueyig pue Sw (O oprweu
-1ZeI1kq ‘3w G/ pIZeruosy ‘Sw G|

[omnq
-weyyy ‘oprweurzeild

CSN oroc/siry TTHO/ETOT/01 | urorduresry surejuod Jo[qe) yoey O ‘przeruosy ‘urorduwreyry adry Ad 2domg vIdzIAS | 7L
3w ( gtg [rxoxdosiq
I1A0JOUQ], 03 JudreAmba Sw ¢
Srerewn,] [1x0xdosI(] JIAOJOUR], Sjerewin,g
<SN oroc/siry I2P0/8°C0C/01 |  SUTeIuod 39[qe) pajeod-wy yoey ISCLY [1xoxdosi(] 11a0Jouay, jousr, PYTSSNIQ 01 | L
(epHIo[yo0IpAY
uIso[nswe], Sw *() Surejuod
9[nsded 9sea[a1 payIpow yoew)
Xewol() pue (opLdjseur Sw
0°S Sureluod 19[qe} poeod-wWiy
yoey) G Jeourq surejuod ansdes | amnsdes )9[qe) QPLIO[Y20IpAY U}
ISN 010T/S1/+ 0T¥0/T1'12/01 pue 19]qe) pageyoed-0d yoeg |  pagexded-0o|  uIsO[nsWE], :9pLIAIsLUL] ugorn | (K1d) oxdpay - efdip | (L
Sw o° 0001 WeISoRIIOAYT juls|
<SN oroc/siy 6110/SC/01 | SUIBIUOd J9[qE) pajeod-wly yoey ISICLE WejdeIRAT | SwOOT 2AdIde | (Ad) oxdpay - e[d1) | 69
Sw () 0GL WLIOBINIAD] uls|
SN 010T/S1/+ 8I¥0/S'T/O1 | SUTLIU0d J3[qe) PaJEOI-W[Y YOrH 191qe WejedeInoAd | Ser (gL aaondyg | (A1d) oxdpoA - erdin | 89
3w () OS WEBIOBINIAI] uls|
CSN oroc/siry L1¥0/SC/01 | SUTejuoo 19[qe) pajeos-ul[y yoey O WejdoeInaAd T | Sw g 2Addg | (Ad) oxdpay - erdin | 29
Sw () 0S WLIOORITNIAD ] ula|
<SN oroc/siry 91v0/6°C/01 |  SUTBIUOJ J9[qE) Pajeod>-wY ydey I CLY wWejeormaAd | Sw ggg aadMdyg | (K1d) oxdpoy - eldi) | 99
Sw /1 91eUOqIRIIg
wnrpos ‘Sw Q[ [98 9pIXoIpAH JreuoqIedIg
wnIuuny ‘3w ¢z 9Ie[ISLL], Wwns wnIpos WnIuwny
-ou3eA ‘Sw oG proe Sy Jo[qe) | 9IBDIISIIT, WNISQUSeIA U
ISN oroc/siry SIv0/¥ T1/01 SUrejtos jo[qel a[qemayd yoeyq 9[qEMAYD | PIOY JIUIS[Y OPIXOIPAH | s12[qel PIoe[eD | (Kid) oxdpay - eldiD | 69
KyAnoe
vY-NUe O] 0009 03 Judreambo Su
0°09 wnIpog urredexouy sUrejuod 93uwIAs Pl
<SN oroc/s1/y Y1v0/T8/01 a3uLiAs paj[y-axd [ 9°( yoeg paj[y-exd wnipog utredexouy 09 xpooug | (Ad) oxdpaly - e[di) | 9
SALVLS CRAZ( VIAINVN N304 (FALLIV A0 HINVN AYV.L
‘AIHIS | NOLLVILSIOHA | "ON LSIDHYA LINQ HSOQ/HLONHTALS FIVSOod HINVN AHAOUddV -HIIdO0dd INVOI'lddV N/S




Government Gazette 17 October 2011

No. 4812

3e1 (g snorpAyue auraye)
pue 3el () ¢¢ 91enI) AuRye)

snoipAyue

‘3w 9/ 7 [osueladeIRd ‘SW ¢GG urayge)) ‘9jenI)) AuIdye)D) SIop P (K39)
ISN 0102/S1/% €THO/L /01 udsy surejuods ropmod yoeq 1opmod ‘[owrejooered ‘uLdsy | -mOdq ULIPAOXH | BOLIJY YINOS SHIBAON | €/
SALVLS CRAZ( VIIINVN INJ04 (SIALLIV A0 HINVN AYVL
‘AIHDS | NOLLVILSIOHY | "ON "LSIDHA LINN HSOA/HLONHHLS FHOVSOd HIANVN dHAOUddV -HIddOodd INVII'IddV N/S




