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Government Notices

MINISTRY OF HEALTH AND SOCIAL SERVICES

No.	244	 2012

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	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),	 inspections	 and	 investigations	may	 be	
carried	out	regularly	by	inspectors	authorised	in	terms	of	section	35	of	the	Act;

(c)	 the	information	in	the	package	insert	must,	on	a	regular	basis,	be	updated	to	conform	with	
the	package	insert	approved	by	the	Council;

(d)	 the	holder	of	a	certificate	of	registration,	referred	to	in	section	19(7)	of	the	Act,	must	comply	
with	the	Act;
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(e)	 the	registration	of	a	medicine	is	subject	to	regular	review	regarding	its	quality,	safety	and	
efficacy	and	the	Council	may,	as	it	considers	necessary,	vary	the	registration	of	such	medicine;

(f)	 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;

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

(h)		 the	 Council	 may	 review	 the	 registration	 dossier	 at	 such	 intervals	 as	 the	 Council	 may	
determine.

J. GAESEB
REGISTRAR OF MEDICINES	 Windhoek,	5	September	2012

SCHEDULE

S/N APPLICANT PROPRIETARY NAME APPROVED NAME OF 
ACTIVE(S)

REG. 
NUMBER

1 Milan	Laboratories	
(India)	Pvt	Ltd ML-Cotri	Suspension Sulphamethoxazole,	

Trimethoprim 12/20.2/0100

2 Milan	Laboratories	
(India)	Pvt	Ltd Milmaleate	Tablets Chlorpheniramine	

Maleate 12/5.7/0101

3 Milan	Laboratories	
(India)	Pvt	Ltd Metro	Forte	Suspension Metronidazole	Benzoate 12/20.2.6/0102

4 Milan	Laboratories	
(India)	Pvt	Ltd

Metronidazole	Tablets	BP	400	
mg Metronidazole	 12/20.2.6/0103

5 Milan	Laboratories	
(India)	Pvt	Ltd

Cloxacillin	Capsules	USP	250	
mg Cloxacillin	Sodium 12/20.1.2/0104

6 Milan	Laboratories	
(India)	Pvt	Ltd Betrim-480 Sulphamethoxazole,	

Trimethoprim 12/20.2/0105

7 Milan	Laboratories	
(India)	Pvt	Ltd

Phenoxymethylpenicillin	Oral	
Solution	250	mg/5ml

Phenoxymethylpenicillin	
Potassium 12/20.1.2/0106

8 Milan	Laboratories	
(India)	Pvt	Ltd

Phenoxymethylpenicillin	Oral	
Solution	125	mg/5ml

Phenoxymethylpenicillin	
Potassium 12/20.1.2/0107

9 Cipla-Medpro	(Pty)	
Ltd Odimune

Efavirenz,	Emtricitabine,	
Tenofovir	Disoproxil	
Fumarate

12/20.2.8/0108

10 Oshakati	Pharmacy Tensopyn	Paediatric	Syrup Paracetamol,	Codeine	
Phosphate 12/21.2/0109

11 Pharma	Dynamics	
(Pty)	Ltd Dyna	Gliclazide	SR	30	mg Gliclazide 12/21.2/0110

12 Cipla-Medpro	(Pty)	
Ltd

Cipla-Paclitaxel	
100mg/16.7ml Paclitaxel 12/26/0111

13 Cipla-Medpro	(Pty)	
Ltd Cipla-Paclitaxel	30mg/5ml Paclitaxel 12/26/0112

14 Cipla-Medpro	(Pty)	
Ltd Cipla-Paclitaxel	300mg/50ml Paclitaxel 12/26/0113

15 Cipla-Medpro	(Pty)	
Ltd

Alkafizz	Effervescent	Gran-
ules Combination 12/18.3/0114

16 Cipla-Medpro	(Pty)	
Ltd Cipla	Docetaxel	80 Docetaxel	Trihydrate 12/26/0115

17 Cipla-Medpro	(Pty)	
Ltd Solvent	for	Cipla	Docetaxel	80 Ethanol	13,0	%	m/v 12/32.2/0116
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18 Cipla-Medpro	(Pty)	
Ltd Cipla	Docetaxel	20 Docetaxel	Trihydrate 12/26/0117

19 Cipla-Medpro	(Pty)	
Ltd Solvent	for	Cipla	Docetaxel	20 Ethanol	13,0	%	m/v 12/32.2/0118

20 Roche	Products	(Pty)	
Ltd	 CellCept Mycophenolate	Mofetil 12/34/0119

21 Roche	Products	(Pty)	
Ltd	 CellCept	500 Mycophenolate	Mofetil 12/34/0120

22 Adcock	Ingram	Ltd Aco-Lamivudine	300mg	
tablets Lamivudine 12/20.2.8/0121

23 Janssen	Pharmaceutica	
(Pty)	Ltd Topamax	SC	15 Topiramate 12/2.5/0122

24 Meyerzelll	Laborato-
ries	(Pty)	Ltd Covarex	Cream Miconazole	Nitrate 12/13.9.2/0123

25 Adcock	Ingram	Ltd Adco-Mirteron	30 Mirtazapine 12/1.2/0124
26 Adcock	Ingram	Ltd Adco-Mirteron	15 Mirtazapine 12/1.2/0125

27 Novartis	SA	(Pty)	Ltd Exforge	5/320 Amlodipine	Besylate,	
Valsartan 12/7.1.3/0126

28 Novartis	SA	(Pty)	Ltd Exforge	10/320 Amlodipine	Besylate,	
Valsartan 12/7.1.3/0127

29 Novartis	SA	(Pty)	Ltd Galvus	Met	50/850 Vildagliptin,	Metformin 12/21.2/0128
30 Novartis	SA	(Pty)	Ltd Galvus	Met	50/1000 Vildagliptin,	Metformin 12/21.2/0129

31 Sandoz	SA	(Pty)	Ltd Hexal-MPA	5 Medroxyprogesterone	
Acetate 12/21.8.2/0130

32 Sandoz	SA	(Pty)	Ltd Hexal-MPA	10 Medroxyprogesterone	
Acetate 12/21.8.2/0131

33 Sandoz	SA	(Pty)	Ltd Fluvoxamine-Hexal	100 Fluvoxamine	Maleate 12/1.2/0132

34 Sandoz	SA	(Pty)	Ltd Cetirizine-Hexal	1mg/ml	Oral	
Solution Cetirizine	Dihyrochloride	 12/5.7/0133

35 Sandoz	SA	(Pty)	Ltd Cetirizine-Hexal	10	mg Cetirizine	Dihyrochloride	 12/5.7/0134
36 Sandoz	SA	(Pty)	Ltd BisoHexal	5 Bisoprolol	Fumarate 12/5.2/0135
37 Sandoz	SA	(Pty)	Ltd BisoHexal	10 Bisoprolol	Fumarate 12/5.2/0136
38 Adcock	Ingram	Ltd Nebilet	5	mg Nebivolol	Hydrochloride 12/7.1.3/0137

39 Pharma	Dynamics	
(Pty)	Ltd Dyna	Indapamide	SR Indapamide 12/7.1/0138

________________

MINISTRY OF HEALTH AND SOCIAL SERVICES

No.	245	 2012

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	are	registered	subject	to	the	following	
conditions:

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

(b)	 in	 order	 to	 assess	 compliance	with	 paragraph	 (a),	 inspections	 and	 investigations	may	 be	
carried	out	regularly	by	inspectors	authorized	in	terms	of	section	35	of	the	Act;
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(c)	 the	 information	 contained	 in	 the	 package	 insert	must,	 on	 a	 regular	 basis,	 be	 updated	 to	
conform	with	the	package	insert	approved	by	the	Medical	Control	Council;

(d)	 the	holder	of	the	certificate	of	registration	which	is	referred	to	in	section	19	(7)	of	the	Act,	
must	comply	with	the	Act	;	

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

(f)	 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;

(g)	 a	 validation	 report	must	 be	 submitted	 to	 the	Council	within	one	month	 from	 the	date	 of	
completion	of	the	validation	referred	to	in	paragraph	(e);	and

(h)	 the	council	may	review	the	registration	dossier	at	such	intervals	as	the	council	may	determine.

J. GAESEB
REGISTRAR OF MEDICINES	 Windhoek,	5	September	2012
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