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NOTIFICATION OF 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 Schedule have been registered in terms of that
Act, subject to the following conditions:

(a) the manufacture and control of the medicines must be in accordance with the existing current
Good Manufacturing Practices as required by the World Health Organisation;

(b) in order to assess compliance with paragraph (a), an inspection or investigation may be
carried out regularly by an inspector authorised in terms of sections 35 of the Medicines and
Related Substances Control Act, 2003;

(c) the information contained in the medicine package insert must, on a regular basis, be updated
to conform with the package insert approved by the Namibia Medicines Regulatory Council
so as to provide accurate information to the user of the medicines;
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(d) the holder of the certificate of registration must comply with the provisions of the Medicines
and Related Substances Control Act, 2003;

(e) the registration of medicine is subject to regular review regarding its quality, safety and
efficacy and the Namibia Medicines Regulatory Council may, as it considers necessary, vary
the registration of the medicine;

® 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;

(2) a validation report must be submitted to the Namibia Medicines Regulatory Council within
30 days from the date of completion of the validation referred to in paragraph (f); and

(h) the Namibia Medicines Regulatory Council may review the registration dossier and determine
the intervals when such review takes place.

J. GAESEB

REGISTRAR OF MEDICINES Windhoek, 8§ May 2019



Government Gazette 21 May 2019

6910

ourpor punoq A[jesruedio

3 b [ - ace femd py1 (A1d)
SN 6102/20/1T 0100/82/61 [W/BWOOSE 03 U[eAIDD [081A0] | uOBII(u] [0SIOAOT | [W STT - 0S€ ABIBAO | 1 thnog yoquongy | O
_E\wa:uh Surejuod gy yoseyqg :
ourpor punoq A[jesruedio YT (A3)
SN 6102/20/1T 6000/82/61 [W/3WOOSE 01 JUS[EAIDa [0s1aA0] | uondAfu] [0SIDAOT | W Q0T - 0S€ K810 | o1 iinog poquonny | ©
_E\wa:uh Surejuod WO yoeqg A
duIpol punoq 11 (K1)
SN 6102/20/1C 8000/8T/61 | Al[edtuesio [u/BwO0gE 03 JudfeAmba | uonadfug [0SIDAOT | W 6L - 0SE ABINAO | o tinog oquonny | 8
[0SI2A0] [w/SW |4/ SUIRIUOD [WIG/ [OeY v
QuIpol punoq 11 (K1)
SN 6102/20/1T L000/8T/61 | Al[edtuesio [u/3wo0ge 03 Judfeamba | uonadfu [0SI0AOT | W0 - 0S€ AeIBAO | o1 iinog poquongy | L
[OSIOA0] w/SW [/ SUIeIuOod [W()S Yoryq v
ourpor punoq A[jesruedio PYT (630
SN 6102/20/1C 9000/82/61 [W/3WOOE 03 JUS[EAIDa 0s1A0] | uORdAfuU [0SI0AOT | W 00S - 00€ AeIBAO | o1 iinog poquongy | 9
[w/BWYEg SUIEIN0d [WOS Yor VA
ouIpol punoq A[jesruesio PYT (A3
SN 610T/20/1C $000/8T/61 [Ww/3WQQg 03 JU[BAINDS [osIdA0] | uOBID(u] [0SI0A0T | W GTT - 00€ ABIBAO | o1 tinog poquongy |
[w/BW9eg SuIEIN0d WST| Yorg VA
ourpor punoq A[esruesio YT (K1)
SN 610T/20/1C ¥000/8T/61 [Ww/3WQQg 03 JU[BAINDS [osIdA0] | uOBIDfu] I0SIAOT | W 001 - 00€ ABIBAO | o vinog oquonny | 7
[w/BWYEY SUIEIUOd [w Q1 Yo v
QuIpol punoq 11 (K1)
SN 610T/20/1C £000/8T/61 AJreotuesio Ju/3wQg 03 Jud[eAInbS | uondafug I0SIAOT | [W 6L - 00€ ABIBAO | o inog joquongy | €
[OSI9AO] [W/SW9EQ SUIBIUOD [WG/ YoBH v
QuIpol punoq 11 (K1)
SN 610T/20/1C 2000/8T/61 AJreotuesio Ju/3wQQg 03 Jud[eAInb | uondafuy I0SIAOT | [W S - 00€ ABIHAO | 1 vinog oquonny |
[OSI9AO] Tw/SWQEQ SUTBIUOD [W()G YorH v
QuIpol punoq P11 (K1)
SN 6102/20/1C 1000/82/61 AJreotuesio Ju/3wQg 03 ud[eAmbs | uonoafuy I0SIAOT | W OE - 00€ ABIBAO | o iinog joquongy | |
[OSI9AO] [w/SWQEQ SUIRIUOD [W()E YorH v
snje)s e Jquny w0y (s)aanoe
Surnpaydg | uone.nsizay | uonemsisAY Hun I50p/YHBUI1S adesoq | Jo owreu pasoaddy duteu £rejoridord yuednddy s

CRITCIZION




6910

Government Gazette 21 May 2019

(A119qMEDS) Py (K1d)
ISN 6107/20/1C TT00/8°T/61 3wz uegoidnqy surejuod g yoey | uoisuadsng udgordnq | Juig/Swi)OT USIP[IYD s[eonnooewIeyd | 7T
J0J udjoInN JoSIOUdY NINOY
sorden 3 P11 (Ad)
. [de) 3w
ISN 6107/20/1C 1200/8°C7/61 | Swygg usjoidnqy sureuod jo[des yoeg s1orde) udgordnqg s[eonnaoewIeyd | ¢
89 ssaxdxy uajomnN
JOSIOUdY NIOY
S
. 5 i q dngr | (@BuBI0) [wis/Bwioog P (1)
ISN 6107/20/1T 0200/8°T/61 wQ(g usjordnqy sureyuoo ug yoey | uoisuadsng udgordnqg s[eonnaoewIeyd | 0T
UQIPIIYD 10J UQJOINN
JOSTOUdY NIOY
. sode)) Swgpe Pr1 (i)
ISN 6107/20/1C 6100/8'C/61 | Suwizy¢ uojordnqy surejuoo 1odeo yoeq s1orde) uojoxdnqg ssordy s[eonnacewLIeyd | 61
q udJoInN
JOSTOUdY NIOY
@ so[nsde) P11 (K1)
) msde)
ISN 610T/20/1¢ 8100/8'C/61 | SwQt uajoxdnqy surejuod dnsdeo yoeq pmbr udjoxdnqg pmbr Sw(of s[eonnooeweyd | 81
o ssaxdxy uajornyN JOSTOUdY NIOY
0SN 6102/20/17 | L100/T°TE/61 SO 12d 2yeu0qIealq WNIpoS pmbr meoopmw% poosiv %O_S@wﬁ%ﬂw L1
8w /9 pue jeurd[e wnipos Sw (0§ T oﬁmq_wz. wnpog pmbrT uoosiaen) Homﬁmﬁm -
sw (uojuo)) (s)uasnuy
. 1< (bOIV ) MEUASOUd WIUNY | 4150111 10y | poompary “poguospy) poyuny
ISN 610T/20/1T | 9100/T°0¢€/61 PaGIOSPY (A1 0T I T8'8 | (1 5uadsng auTooB, snuejal PLAE| . eoiSojoig sy | OF
proxo], snueja], ‘(N1 ¢ <) ¥ T ProxoL, . . o
: : pue euayydiq
eLOYdI :Surejuod g () Jo Isop yoeyg
. Swp(g P11 (K1)
TSN 6107/20/1C $100/8°C/61 qExo0s[a7) sureuos amnsdes qoeg ansde) QIXOR] | 00T 192Yd QXORID | (101008 sozyq | S
] Swpo| p¥1 (Kd)
TSN 6102/20/1C ¥100/8°T/61 qrxo0s[ar) sureuos sqnsdes qoeg ansde) QIX00R]) | 00T H92Yd QORI | 11008 rozyq | T
‘Sw
T Iaeigdonjo( o3 Juseanbs wnipog 19[qe], {nipos S1RIQeL pajytwry sqe 01919H | €1
TSN 6107/20/1T | €100/8°T0T/61| 0§ I . . mesSompoq | Sw og mawiSennioq ru
I1AeI39IN[O( SUIBIUOD J3[qe} Yoy : :
- Suwig opLIO[YI0IPAYIP SUIZLITIOI0A ] 1[qeL apLIO[Y20IPAYIP P11 (K1)
ISN 6102/c0/1T Cro0/T°Ls/61 SUTLIuOd J9[qe) PaJeod-wWJly oy | Pajeod-wilig QUIZLIT)O00A] ToUEXoL SOTWRUA(] BUWLIRYJ a
auIpol punoq A[[eoruesio 1T (K1)
TSN 6102/20/1C 1100/827/61 [w/SWQS ¢ 01 Jud[BAMDS [OSIGAO] | UOnd(U] [0SIAOT | TW (0T - 0S¢ AeIndO 11

Jw/BW [/, SUTEIUOD [WIQT Yor

BOLIJY INOS 10qIoN0)




Government Gazette 21 May 2019

6910

SN 6100/20/1T|  9500/1°0€/61 | B 0g1 qrumzpomug surewoo i oy | UOMN qewmnzionug /oS | P o
o ‘ 10} UoNN[OS s @eIqruay | (K1) s1onpoid Yooy
. Sw uonoafuy [z 0/SwWso| 281
SN 610z/0/1e $£00/T°0¢/61 G0 qewnzIonuy Surejuod [w /() Yoey | IoJ uonnjos qernzionuy @eIqruay | (K1) s1onpoid Yooy s¢
. Sw uonoafug Jury /w9 281
SN 6102/20/1C 7€00/T°0¢/61 09 qeWNZIoI SUlejuod [W’() yoey | Joj uonnjos qerinzioiiy @eiqIuoy | (K1d) syonpoid oyooy &3
Su BUINZIOIWY SUTBIUOD [W OB uondafuy puNZIonuy | [uIf/Su BIQITWD Pl
¢SN 610T/20/1¢ ££00/0¢/61 0cq IOTW SUrejuoo [u yoey 10§ UOHN[OS q Ry | Wi/sWoe @eIqiueH (K1) S1NPOIJ AYOOY 133
SN 6102/20/1¢ ¢£00/9¢/61 - uonoafuy qeumznjiod el1od Pl [43
0T qewnzniod sulejuod W ] yoey T : (K1) s1onpoid ayooy
: Sw 28}
SN 6102/20/1¢ 1€00/1°0¢/61 00§ QEUINZIPIO0) SUIBIUOD [W (] YorH uonoafuy qewnzIfaIoQ SwQg snadIQO (£14) S1oNPOIJ AYOOY [§3
ourpuidozeuoyd
ISN 6107/20/1T | 0£00/TTE/61 | B 001 03 juoeAmbd OpLO[oOIPAY | SIIqEL OPHOIOIPAY wnpukg PR
‘ : ourpuAdozeuayq e So110JRI0qRT Yd9jolg
ourpuAdozeuayd surejuod 12[qe) yoeyg : : ‘
: 3w xopewwesng sureluod [W yoe uonoafuy Xopewwegn uoyoafuy (L)
CSN 6102/20/1¢ 6200/C°Ce/61 001 Xap S SUrejuoo Ju yoey 10§ UONN[OS P S 10} UOHN]OS UOIPLIE P¥1(Md) dSIN | 6C
. (n) syun | wonoofur P11 (L) oLy Y
SN 610¢/20/1C 8200/1°Tc/61 00€ QuI31e[3 urnsuy sureuod Jw yoey | Joj uonnjos QuIBIE|S ulnsul oafnog, INOS SIIUSAY-JoUues 8¢
SwQ¢ rerewny [rxoxdosip ojereniny paywr |
. : : [rxoxdosIp 11aojouay, C
SN 610¢/C0/1T | LT00/8°C0C/61 TAQJOUR], PUk SW(()¢ SUIPNATIWET SI9IQEL ‘uIpnAIue| Aepouiy, | saLysnpuy [eorway) | LT
w9 ZUSIIAB)H SUTBIUOD 19[qe) YorH G.N:H_.\/ﬁm ArenQ) epdip
o 9PLIO[YO0IPAYIP SUIZIINIO0AI] 191qBL pLIO[Y20IpAYIP P¥1
ISN 6102/c0/1T | 9T00/T'L'S/61 SUIRIUOD J9[qE)} PAILOD-WY YorH | Poreod-wil QUIZLIT}O00A ] § 19U3D (K19) yeay oAnoy 9T
0SAIDD 8'S01<qI ‘BT U0 P
. urens ‘¢ odA1 o1jod SnIA ‘0srD) | uorsuadsng QUIOOBA (Te10) 921y,
ISN 610T/20/1T | STOO/T'0E/61 0°901= QEZ 0] urens ‘| odAL 810 | onod [0 1werearg | pue sug wqeg ofog | (O BOHIV 4IN0S | 6T
. - ' ' ’ ' SUITYIUWSOXEBLD
01]0d SNIIA :Surejuod (Ju 1°()) 9sop |
: Swg opLIo[yo0IPAY 9pLIO[YO0IPAT] P11 (K1d)
€SN 6102/20/1T ¥200/€°5/61 1Zodouo(] SUIEII0D 19]qE} YorR S19[qeL, pzedouogy | SP19® 3w zjeuedoz euureyq opuiqomy | 7C
: Sw() ] 9pLIOYO0IPAY opLIO[00IPAY] P11 (K1d)
€SN 610¢/¢0/1C £200/€°6/61 [1zodauo( sureyuoo 101qe) yorq SI9IqBL n1zadsuogy s101qe) Sw(| z[euedoz PULIBY OPUIGOINY €C




6910

Government Gazette 21 May 2019

3w () UIOBXOPIXOA 0}

- $191qeL, 9pLIO[Y0IPAY 3w 001 P
TSN 6102/20/1CT | ¥¥00/1°T°0T/61 | Iud[eAmbo SPLIO[YI0IPAY UIDEXOPIXO]N ) i 147
SUFEILO 191} POYEOD-W[Y You PorROO-WI] UIOBXOPIXON UIOBXOPIXOIN-NQR] (K1q) wreydnge g
£
€SN 610T/20/1T | €600/9°T/61 BWOO0T WERIBINAAIT || SIIGEL WE)OORIAAS T 0001 BIEND) %osaw%wm% €%
SUIBIUOD 19[qe} PAIROI-W[Y OB | PIILOI-WI[I] : : : eyeAOUU
£
€SN 610T/20/1Z |  Th00/9°T/61 BWOGL WEIDLIAAST | S48 WE)OORIAAS T 05L eren) %o::ow%wm% s
SUIeIuO09 J9[qe) paJeod-W[Y [ory | PIJLOI-W]I] : : : eyeAOUU]
£
£SN 6102/20/1Z | 1500/9°T/61 B0 WIEIIEINAST SOIYEL WEJOORIAAS T 00§ ereN) %ozaw%wﬁ% Iy
SUIeIuO09 J9[qe) paJeod-wW[y [oey | Pajeod-wjI] : : : eyeAOUU]
I3
€SN 6102/20/1C 0%00/9°T/61 BWOST WEIJEIAT SOIYEL WEJOIBINOAI ] 0ST eIen) %ozawwwmwﬁ (1}
SUIejuo9 J9[qe) paJeod-wiy yoey | pajeod-wjI] : : : eyeAOUU]
aseq quuproxny Suw Og
. S191qeL opeydsoyd P11 (K1) oLV
SN 610T/20/1T|  6£00/T°TE/6T | O ﬁs_wzéu ajeydsoyd qrupijoxny Sw pajeos-uIL P— Suw O 1aeye( o sureaon | €
01°9C Surejuod j9[qe) payeod-wiy yoeyg : T :
aseq qruprjoxny Sw G|
. S191qeL oeydsoyd P11 (K1d) BOLYY
TSN 610T/20/1T | 8€00/T°TE/6T | O Hnﬁ_wzsg ajeydsoyd qrunrjoxny Sw pajEos-uIL P— S g 1aeer o sueaoy | S
08°61 Surejuoo 39[qe) paeod-wWy yoeyg : T :
aseq quuiroxny Suw g
. s19[qeL, ojeydsoyd P11 (A1) eoryy
ISN 6102/20/1T|  LEO0/T'TE/6T | 01 judfeAmba ajeydsoyd qrunrjoxmy S poTECO-T[LY - Sw g 1Aee( gqnog snreaoy | L€

09°9 SUIeIuOod 39[qe} PAJROS-W[Y Yoeg




6910 Government Gazette 21 May 2019 7

MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 128 2019

NOTIFICATION OF 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 veterinary medicines set out in the Schedule have been registered in
terms of that Act, subject to the following conditions:

(a) the manufacture and control of the medicines must be in accordance with the existing current
Good Manufacturing Practices as determined by the Namibia Medicines Regulatory Council,

(b) in order to assess compliance with paragraph (a), an inspection or investigation may be
carried out regularly by an inspector authorised in terms of sections 35 of the Medicines and
Related Substances Control Act, 2003;

(©) the information contained in the medicine package insert must, on a regular basis, be updated
to conform with the package insert approved by the Namibia Medicines Regulatory Council
so as to provide accurate information to the user of the medicines;

(d) the holder of the certificate of registration must comply with the provisions of the Medicines
and Related Substances Control Act, 2003;

(e) the registration of medicine is subject to regular review regarding its quality, safety and
efficacy and the Namibia Medicines Regulatory Council may, as it considers necessary, vary
the registration of the medicine;

® 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;

(2) a validation report must be submitted to the Namibia Medicines Regulatory Council within
30 days from the date of completion of the validation referred to in paragraph (f); and

(h) the Namibia Medicines Regulatory Council may review the registration dossier and determine
the intervals when such review takes place.

J. GAESEB
REGISTRAR OF MEDICINES Windhoek, 8§ May 2019
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