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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 221 2021

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 of the cancellation of registration of the medicines whose particulars are
specified in the Schedule.

J. GAESEB
REGISTRAR OF MEDICINES Windhoek, 29 September 2021



REGISTRATION OF CERTAIN MEDICINES:
MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 2003
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SCHEDULE
Particulars required under section 23(b) of the Act
Registration
. number which
| Nameunderwhichina | Nomeoftheboider o e ceriincof | ot
medicine was registered of that medicine that medlcm? in
terms of section
19(9)
1 | Jurnista 8mg Janssen Pharmaceutica (Pty) Ltd 12/2.9/0159
2 | Jurnista 16mg Janssen Pharmaceutica (Pty) Ltd 12/2.9/0160
3 | Forane Abbvie (Pty) Ltd 90/2.1/0060
4 | Sinemet 25250 compressed MSD (Pty) Ltd 13/5.4.1/0006
tablets
5 | Ciavor 20 El Lilly (SA) (Pty) Limited 15/7.1.5/0173
6 | Cymgen 30 El Lilly (SA) (Pty) Limited 16/1.2/0201
7 | Cymgen 60 El Lilly (SA) (Pty) Limited 16/1.2/0202
8 | Agrippal Kahma Biotech (Pty) Ltd 04/30.1/1423
9 | Fortzaar Tablets MSD (Pty) Ltd 04/7.1.3/1447
10 | Zinacef 1,5g Injection GlaxoSmithKline South Africa (Pty) Ltd 90/20.1.1/00595
11 | Zinacef 250mg Injection GlaxoSmithKline South Africa (Pty) Ltd 90/20.1.1/00596
12 | Zinacef 750mg Injection GlaxoSmithKline South Africa (Pty) Ltd 90/20.1.1/00597
13 | Bactroban Topical GlaxoSmithKline South Africa (Pty) Ltd 90/20.1.6/001584
14 | Zyrtec Oral Drops 10mg/ml GlaxoSmithKline South Africa (Pty) Ltd 04/5.7.1/0822
15 | Flixotide 125 CFC Free Inhaler GlaxoSmithKline South Africa (Pty) Ltd 04/21.5.1/0856
16 | Lamictin P 100 Tablets GlaxoSmithKline South Africa (Pty) Ltd 04/2.5/0864
17 | Lamictin 50mg Tablets GlaxoSmithKline South Africa (Pty) Ltd 04/2.5/0867
18 | Flixotide 500 Accuhaler GlaxoSmithKline South Africa (Pty) Ltd 04/21.5.1/0874
19 | Flixotide 100 Accuhaler GlaxoSmithKline South Africa (Pty) Ltd 04/21.5.1/0876
20 | Aropax 20mg Tablets GlaxoSmithKline South Africa (Pty) Ltd 04/1.2/0895
21 | Bactroban Cream GlaxoSmithKline South Africa (Pty) Ltd 04/20.1.6/0896
22 | Naramig Tablets GlaxoSmithKline South Africa (Pty) Ltd 04/7.3/0903
23 | Zelitrex 500 GlaxoSmithKline South Africa (Pty) Ltd 04/20.2.8/0914
24 | Zantac Effervescent 300mg GlaxoSmithKline South Africa (Pty) Ltd 04/11.4.3/0923
25 | Zyban Tablets GlaxoSmithKline South Africa (Pty) Ltd 04/34/0945
26 | Keppra 250mg GlaxoSmithKline South Africa (Pty) Ltd 04/2.5/1712
27 | Malanil Paediatric GlaxoSmithKline South Africa (Pty) Ltd 10/20.2.6/0335
28 | Malanil GlaxoSmithKline South Africa (Pty) Ltd 05/20.2.6/0237
29 | Wellbutrin SR GlaxoSmithKline South Africa (Pty) Ltd 05/34/0508
30 | Bovi- Shield FP4+L5 Zoetis SA (Pty) Ltd V09/24.4/205
MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 222 2021

In terms of section 23 of the Medicines and Related Substances Control Act, 2003 (Act No. 13
of 2003), I give notice of the registration of the medicines whose particulars are specified in the
Schedule.

J. GAESEB

REGISTRAR OF MEDICINES

Windhoek, 29 September 2021
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As required under section 23(a)(iv) of the Act, the medicines whose particulars are specified in
this Schedule are registered subject to the following conditions:

(a)

(b)

(©)

(d)

(e)

®

(2

(h)

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

in order to assess compliance with paragraph (a) above, inspections and investigations
may be carried out regularly by inspectors authorised in terms of sections 35 of the
Act to undertake such inspections and investigations;

every manufacturer of a medicine must, with the approval of the Namibia Medicines
Regulatory Council, ensure that the information contained in the medicine package
insert is regularly updated and varied so as to provide accurate information to the
user of the medicine;

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

the registration of medicine is subject to regular review regarding its quality, safety
and efficacy and the Namibia Medicines Regulatory Council may, if 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;

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

the Namibia Medicines Regulatory Council may review the registration dossier and
determine the intervals when such review will take place.




