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MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 210 2014

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

In terms of section 23 of the Medicines and Related Substance Control Act, 2003 (Act No. 13 of
2003), I give notice that the medicines set out in the schedule have been cancelled from the register
in terms of that Act.

J. GAESEB
REGISTRAR OF MEDICINES Windhoek, 8 October 2014
SCHEDULE
S/N HOLDER OF CERTIFICATE OF PROPRIETARY NAME OF REGIS-
REGISTRATION MEDICINE TRATION NO.
1 Janssen Pharmaceutica Doribax 11/20.1.1/0191
2 Janssen Pharmaceutica Lyrinel 15 mg 09/5.4/0004
3 Janssen Pharmaceutica Tibozole 05/20.2.2/0430
4 Janssen Pharmaceutica Tinset 30 mg 90/5.7.1/00658
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5 Janssen Pharmaceutica Tricilest 04/18.8/0260
6 B Braun Medical (Pty) Ltd Venofundin 6% IV Solution 10/8.4/0068
7 Bayer (Pty) Ltd Miranova 08/18.8/0185
8 GlaxoSmithKline South Africa (Pty) Ltd Trobalt 50 (F/Coated Tablets 13/2.5/0065
9 GlaxoSmithKline South Africa (Pty) Ltd Trobalt 100 (F/Coated Tablets 13/2.5/0066
10 | GlaxoSmithKline South Africa (Pty) Ltd Trobalt 200 (F/Coated Tablets 13/2.5/0067
11 | GlaxoSmithKline South Africa (Pty) Ltd Trobalt 300 (F/Coated Tablets 13/2.5/0068
12 | GlaxoSmithKline South Africa (Pty) Ltd Trobalt 400 (F/Coated Tablets 13/2.5/0069
13 | Reckit Benckiser Pharmaceuticals (Pty) Ltd | Gaviscon 90/11.10/001391
14 | Reckit Benckiser Pharmaceuticals (Pty) Ltd | Infant Gaviscon 90/11.10/001492
15 | H. Lundbeck (Pty) Limited Saronten Retard 50 mg Capsules | 90/1.2/00668
16 | H. Lundbeck (Pty) Limited Saronten Retard 25 mg Capsules | 90/1.2/00667
17 | Sanofi - Aventis South Africa (Pty) Ltd Intanza 9 11/30.1/0035
18 | Sanofi - Aventis South Africa (Pty) Ltd Intanza 15 11/30.1/0034
MINISTRY OF HEALTH AND SOCIAL SERVICES
No. 211 2014

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:

1. The manufacture and control of 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 section 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 a medicine is subject to regular review regarding its quality safety and
efficacy, and the Council may, as it may concider necessary, vary the registration of the
medicine;

6. The first two production batches must be validated in accordance with detailed process
validation protocol which was submitted at the time of 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 in paragraph (6); and

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

J. GAESEB

REGISTRAR OF MEDICINES Windhoek, 8 October 2014
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