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Government Notices

MINISTRY OF HEALTH AND SOCIAL SERVICES

No.	186	 2012

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

In	term	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	set	out	in	the	Schedule	below.

J. GAESEB
REGISTRAR OF MEDICINES	 Windhoek,	9	July	2012

SCHEDULE

S/N HOLDER OF CERTIFICATE OF 
REGISTRATION

PRORIETARY NAME OF 
MEDICINE 

REGISTRATION 
NO.

1	 Bayer	Schering	Pharma Fludara 04/26/1437
2	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	25	mg	tablets 04/20.2.8/1096
3	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	50	mg	tablets 04/20.2.8/1097
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4	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	100	mg	tablets 04/20.2.8/1098
5 Bristol-Myers	Squibb	(Pty)	Ltd Videx	150	mg	tablets 04/20.2.8/1099
6	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	Paediatric	Powder 04/20.2.8/0130
7	 Bristol-Myers	Squibb	(Pty)	Ltd Zerit	20mg	Capsules 04/20.2.8/1100
8	 Bristol-Myers	Squibb	(Pty)	Ltd Zerit	30mg	Capsules 04/20.2.8/1101
9	 Bristol-Myers	Squibb	(Pty)	Ltd Zerit	40mg	Capsules 04/20.2.8/1102
10	 Bristol-Myers	Squibb	(Pty)	Ltd Zerit	1mg/mI	Powder 04/20.2.8/1156
11	 Janssen	Pharmaceutica	(Pty)	Ltd Acnidazil 90/23.12/00606
12	 Janssen	Pharmaceutica	(Pty)	Ltd Acneclear	Cream 04/13.12/0238
13	 Janssen	Pharmaceutica	(Pty)	Ltd Tramal	Suppositories 04/2.9/0262
14	 Janssen	Pharmaceutica	(Pty)	Ltd Ortho-Est 04/21.8.1/0276
15	 Janssen	Pharmaceutica	(Pty)	Ltd Eprex	2000/ml 04/30.4/0233
16	 Janssen	Pharmaceutica	(Pty)	Ltd Reminyl	8mg 04/5.3/0285
17	 Janssen	Pharmaceutica	(Pty)	Ltd Reminyl	4mg 04/5.3/0287
18	 Janssen	Pharmaceutica	(Pty)	Ltd Reminyl	12mg 04/5.3/0291
19	 Janssen	Pharmaceutica	(Pty)	Ltd Tinset	1mg/ml 04/5.7.1/0288
20	 Ingelheim	Pharmaceuticals	(Pty)	Ltd Mobic	15mg	Suppository 04/3.1/1615
21	 GlaxoSmithKline	S.A	(Pty)	Ltd Infanrix	DTPa	HB 04/30.1/0892
22	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	EC	250	mg 06/20.2.8/0284
23	 Bristol-Myers	Squibb	(Pty)	Ltd Videx	EC	400	mg 06/20.2.8/0285
24	 Bristol-Myers	Squibb	(Pty)	Ltd Reyalaz	150	mg 06/20.2.6/0202
25	 Bristol-Myers	Squibb	(Pty)	Ltd Reyalaz	200	mg 06/20.2/0203
26	 Pharmacare	Limited Distalgesic	Tablets 04/2.8/0220
27	 Bayer	Schering	Pharma Noctamid	Tablets 90/2.2/019
28	 Bayer	Schering	Pharma Primobolan	S 90/21.6/022
29	 Eli	Lilly	(SA)	(Pty)	Limited Xigris	20	mg 04/8/0667

________________

MINISTRY OF HEALTH AND SOCIAL SERVICES

No.	187	 2012

EXCLUSION	OF	CERTAIN	MEDICINES	FROM	OPERATION	OF	CERTAIN
REGULATIONS:	MEDICINES	AND	RELATED	SUBSTANCES	CONTROL	ACT,	2003

In	terms	of	section	45(1)	of	the	Medicines	and	Related	Substances	Act,	2003	(Act	No.	13	of	2003),	
after	consultation	with	the	Namibia	Medicines	Regulatory	Council,	I	exclude	the	medicines	referred	
to	in	Schedule	0,	1,	2,	3	and	4	of	Government	Notice	No.	180	of	25	July	2008	from	the	operation	of	
the	following	regulations,	published	under	Government	Notice	No.	178	of	25	July	2008,	for	a	period	
of	20	months	from	the	date	of	publication	of	this	notice:

(a)	 11(1)(b)	and	(l);
(b)	 12(1)(a)	and	(w);
(c)	 13(1)(a)	and	(j);
(d)	 14(1)(c)	and	(1);	and
(e)	 15(1)(a)	and	(n).

R.N. KAMwI
MINISTER OF HEALTH AND SOCIAL SERVICES Windhoek,	7	July	2012

________________
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MINISTRY OF HEALTH AND SOCIAL SERVICES

No.	188	 2012

REGISTRATION	OF	CERTAIN	MEDICINES:	MEDICINES	AND	R
ELATED	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)	 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	the	certificate	of	registration	which	is	referred	to	in	subsection	(7)	of	section	19	
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	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,	9	July	2012
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