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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 87 2023

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 of which the particulars
are specified in the Schedule.

F. NAMBAHU
REGISTRAR OF MEDICINES Windhoek, 21 February 2023



(Pty) Ltd
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SCHEDULE
Particulars required under section 23(b) of the Act
S/N | Name under which that Name of the holder of the Registration number
medicine was registered certificate of registration which was allocated to
issued in respect of that that medicine in terms
medicine of section 19(9)
1. | Vibrocil-S Nasal Gel GlaxoSmithKline Consumer 90/16.1/00681
Healthcare South Africa (Pty) Ltd
2. | Paroven Capsules 250 GlaxoSmithKline Consumer 14/7/0087
Healthcare South Africa (Pty) Ltd
3. | Intelence 25mg Tablets Janssen-Cilag International NV 15/20.2.8/0128
4. | Nerisone Cream Adcock Ingram Limited 90/13.4.1/014
5. | Nerisone Ointment Adcock Ingram Limited 90/13.4.1/015
6. | Nerisone Fatty Ointment Adcock Ingram Limited 90/13.4.1/016
7. | Nerisone Forte Ointment Adcock Ingram Limited 90/13.4.1/017
8. | Nerisone Forte Fatty Ointment | Adcock Ingram Limited 90/13.4.1/018
9. | Prefrin Liquifilm Abbvie (Pty) Ltd 90/15.4/00264
Sterile Eye Drops
10. | Kaletra Solution AbbVie (Pty) Ltd 04/20.2.8/0229
11. | Lyrinel 5 mg Janssen Pharmaceutica (Pty) Ltd 09/5.4/0002
12. | Lyrinel 10 mg Janssen Pharmaceutica (Pty) Ltd 09/5.4/0003
13. | Adco-Betamethasone Cream Adcock Ingram Limited 04/13.4.1/1557
14. | Winlomylon Suspension Adcock Ingram Limited 04/20.2.5/1601
15. | Fenwal Blood pack unit Adcock Ingram Critical Care 90/8.2/00186
(Pty) Ltd
16. | Fenwal Plasmapheresis Adcock Ingram Critical Care 90/8.2/00187
Blood-Pack Unit with (Pty) Ltd
4% Sodium Citrate Dihydrate
Anticoagulant Solution
17. | Fenwal Primary Container with | Adcock Ingram Critical Care 90/8.2/00188
Citrate Phosphate Glucose (Pty) Ltd
Adenine Anticoagulant
18. | Fenwal Primary Container Adcock Ingram Critical Care 90/8.2/00189
with Citrate Phosphate (Pty) Ltd
Glucose Anticoagulant
19. | Fenwal Secondary Container Adcock Ingram Critical Care 04/8.2/1709
with Saline Adenine Glucose (Pty) Ltd
Mannitol (SAG-M)
20. | Adco Cefuroxime 1,5 g (50 ml) | Adcock Ingram Critical Care 04/20.1.1/1963
(Pty) Ltd
21. | Adco Cefuroxime 250 mg Adcock Ingram Critical Care 05/20.1.1/0228
(Pty) Ltd
22. | Adco Cefuroxime 750 mg Adcock Ingram Critical Care 05/20.1.1/0229
(Pty) Ltd
23. | Fenwal Secondary Container Adcock Ingram Critical Care 90/8.2/00190
with Adsol Red Cell (Pty) Ltd
Preservation Solution
24. | Sabax Cefuroxime 1,5 g Adcock Ingram Critical Care 04/20.1.1/1962
(20 ml) (Pty) Ltd
25. | Sabax Glucose 50% Adcock Ingram Critical Care 90/25/00214
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26. | Sabax Morphine Sulphate 10mg | Adcock Ingram Critical Care 14/2.9/0667
(Pty) Ltd

27. | Lopresor 100 mg film Novartis South Africa (Pty) Ltd 90/5.2/00704

coated tablets

28. | Emadine Eye Drops Novartis South Africa (Pty) Ltd 06/15.4/0179

29. | Sabax Propofol 1% (20 ml) Adcock Ingram Critical Care 05/2.1/0454
(Pty) Ltd

30. | Sabax Propofol 1% (50 ml) Adcock Ingram Critical Care 05/2.1/0455
(Pty) Ltd

31. | Sabax Propofol 1% (100 ml) Adcock Ingram Critical Care 05/2.1/0456
(Pty) Ltd

32. | Sabax Propofol 2% (20 ml) Adcock Ingram Critical Care 05/2.1/0457
(Pty) Ltd

33. | Sabax Propofol 2% (50 ml) Adcock Ingram Critical Care 05/2.1/0458
(Pty) Ltd

34. | Sabax Propofol 2% (100 ml) Adcock Ingram Critical Care 05/2.1/0459
(Pty) Ltd

35. | Tramahexal 50 mg Sandoz SA (Pty) Ltd 04/2.9/1357

36. | Scourmune-C Intervet South Africa (Pty) Ltd V07/24.5/748

MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 88 2023

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 of the registration of the medicines of which the particulars are specified in
the Schedule.

F. NAMBAHU
REGISTRAR OF MEDICINES Windhoek, 21 February 2023
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As required under section 23(a)(iv) of the Act, the medicines of which the particulars are
specified in these Schedules 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 authorized 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 verified 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 may
determine the intervals when such review will take place.




