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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 20 2019

NOTIFICATION OF CANCELLATION 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 registration of the medicines set out in the Schedule is cancelled.

J. GAESEB
REGISTRAR OF MEDICINES Windhoek, 18 January 2019
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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 21 2019

NOTIFICATION OF CANCELLATION 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 registration of the medicines set out in the Schedule is cancelled.

J. GAESEB
REGISTRAR OF MEDICINES Windhoek, 18 January 2019



Government Gazette 7 February 2019

6840

9850/S1/¥1 oprureordor, uonnjog orwepydQ %1 [KoeLPAN | prT (A1d) BOLYY YINOS SLIOJEIOqRT UOJY | LT
LSSO/ST/¥1 ourdonewoy uonnjog srueyydQ ¢,z surdonewoy 03dosy | p1T (A1d) BOLJY INOS SOLIOJRIOQRTT UOJ[Y | 9T
$9S0/ST/¥1 9pLIo[yo0IpAH outdiesofid uonnjog srwyepydQ %t ourdre) ordosy | prT (A1) BOLYY YINOS SILI0ILIORT UOJTY | 6T
9950/ST/%1 apLIo[yo0IpAH urdiesofid uonnjog srwyepydQ 9,z surdre) ordosy | prT (K1) BOLYY YINOS SILI0ILIORT U0V | T
€950/S1/1 9pLIo[yo0IpAH surdIeooid uonnjog orwepydQ %1 sutdie) 0ydosy | P (A1d) OLY (INOS SILI0IRIOQRT UOJ[Y | €T
T950/S1/%1 apeyding ourdony uonnjog orwepydo %1 sutdony oydosy | prT (A1d) BOLYY YINOS SOLIOJLIOqRT UOIIY | T
LEOO/'ST/T1 OpLIO[Yo0IpAH durpruojoeidy aso 1un uonnjos drwfeyiydo surprdoy | Py (K1) BOLYY YINOS SALI0JRIOQET U0 | [T
0950/ST/%1 9pLIO[Yo0IPAH are[ojuadojok) uonnjog drwepydQ %1 1430194 | pyT (A1d) BOLYY YINOS SILI0ILIOqRT U0V | 0T
S$#90/1'+°S/01 |  9IBIPAYOUOJN OPLIO[YO0IPAYI( d[oxadiuerg S19[qQB) 9SBI[OI POPUAIXd SW()‘¢ YH B[OXdd P11 L1d) S[eonnaoewIeyd wioyesuy | g1
¥$90/1°1°S/01 9JBIPAYOUOJA OPLIO[Yo0IPAYI(] d[oxadierd 19[qQe)} 9SBI[AI POPUAIXS SWIS‘| YH B[OXdd P11 L1d) S[eonnaoeuLIeyJ WIayesuf 81
€¥90/1°¥°S/01 9)eIPAYOUOJN OPLIO[YO0IPAYLJ d[oxadrweld S19]qe) SB[ PAuIXd SWG/ ‘() YH B[OXd p¥T A1d) s[eonnooeuLieyd wWioyesuy | L]
T600/1°S 1T/L0O opruosopng 10ZI[OAON (0% dpruutueyu] P11 A1d) S[eonnadRWLIRYJ WISYA3U] | 9]
ZH90/1'¥°S/0T | 91eIpAYOUOJN OPLIO[YO0IPAYL( djoxadierq $19[qe) 9SBI[aI PAIUA)Xd FWG/ €50 YH B[OXdd P11 L1d) S[eonnaoewreyd wroyesuy | G
8100/1°S°12/90 opruosopngy 1oZI[OAON (0T dpruuteyuy PIT A1d) S[eoNNOOBWLIRYJ WISYSU] | ]
9%90/1°v°S/01 QJRIPAYOUOJN 9PLIO[Yo0IPAYI(] djoxadIwerq S19[qe) 9SBO[aI PAIUAIXS FWIG Y YH B[OXd] P11 L1d) S[eonnaseuLIeyd wiayeduy €1
€20/1'8°12/06 djeId[eA [OIpenSH Swi| eaouk3oid P11 (K1d) 10hkeg | T1
69L1/¥ 1"L/¥0 9)EXIUOUOIN-G-OPIGIOSOS] 39 mpuy P11 (K1) S[eonneoewWIeyd BOUIZLNSY | [T
6£€0/1°T/p1 djeIIe)Ig SUIOPOSOIPAYI(T dniks urpooered P11 (A1d) VS sduoleIoqeT noqqy | 01
8LTI/E T'LIVO [dejopuel], [[OH [Twederop eIRL P11 (K1d) VS SoLI0jeI0qRT NOQqV | 6
¥L600/C 11/06 opruioiqrAIng outosoAH JowsedsoAy P11 (A1d) VS souojeIoqe ] noqqy | 8
$L00/T1/06 aprio[yooIpAy urdsroq Swigg uaperyioid P11 (Ad) VS souojeIoqeT noqqy | L
01L0/T'1/06 aprio[yooIpAy surnoideiy $19]qBL O [rworpny P17 (K1d) uonnquusi(q ooewiieyd | 9
01L0/T°1/06 apLI0[yo01pAY surnoidey 19[qe], SWg/ [rworpn g P17 (K14) uonnquusi( ooewiieyd | ¢
LOLO/T /06 apLIo[yo0IpAY dur[noidey so[noduwry Swgg ruorpny P (L1d) uonnquysi ooeweyd | ¢
80L00/C°1/06 apuio[yooIpAy sur[noidejy SI9]qe], Swgg [rworpny P11 (L1d) uonnquusi ooewieyq | ¢
L8900/€ T°L/06 9PHIOY201pAY SuiZe[eIpAH $19]qe], SWgg surjosaidy P11 (K1d) uonnquusiq ooewwIeyd | 7
1L00/S'T°L/06 9pLIO[Yo0IPAY [Ipawofng $191qeL, SWOST [AJoT P11 (K1d) uonnquusi( ooewiieyd | |
JdquIny UoneI)SISNY BN ILIIUIL) dWIBN PIIISISNY juednddy | N/S

CRITUCIEION




6840

Government Gazette 7 February 2019

SSTI/€°81/10 SJUIPAITUI SNOLIBA S19[QR], JUISIAIPH A8urI() BPOS-011) poywr] weidu] Jo09py | S¢
8LE0/1°81/01 m%:wmwmmmwwwmﬂm apLIo[IUry-0)) 09dg P11 (K1) wreydoads | ¢
9200/1°L/T1 9pIZEIYIOIO[YO0IPAH UBIIES[EA §T/091 UdqOISIN-0D) P11 (A1d) eOLYY (INOS SIMBAON | €€
$T00/1°L/T1 9PIZEIYI0IO[YIOIPAH ‘UBMIES[EA $'T1/091 U9qOISIN-0D) P11 (K1) BOLY (INOS SIIBAON | T€
¥200/1°L/T1 OPIZEIYI0IO[YIOIPAH ‘UBMIES[EA $'C1/08 U2QOISIN-0D P11 (K1) BOLY (INOS SIIBAON | [€
1200/1°L/T1 ue)IeS[eA 091 U9qQOISTIN P11 (K1) BOLY (INOS SNIBAON | €
0T00/1°L/T1 UBIES[BA 08 U9qOISTIN P11 (A1d) BOLYY INOS SIMBAON | 6T
£00/92/06 ouizeqiede( 00T ANOd JILA P11 (L1d) 10keq | 8T




6840 Government Gazette 7 February 2019 7

MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 22 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 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 Act;

(©) 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, 18 January 2019
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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 23 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 Act;

(©) 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, 18 January 2019
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