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DEPARTMENT OF HEALTH DEPARTEMENT VAN GESONDHEID 

EXCLUSION OF CERTAIN MEDICINES FROM THE UITSLUITING VAN SEKERE MEDISYNE VAN DIE 

OPERATION OF CERTAIN PROVISIONS OF THE TOEPASSING VAN SEKERE BEPALINGS VAN DIE WET OP 

MEDICINES AND RELATED SUBSTANCES ACT, 1965 DIE BEHEER VAN MEDISYNE EN VERWANTE STOWWE, 

(ACT 101 OF 1965) 1965 (WET 101 VAN 1965) 

I, Mandisa Hela, Registrar of Medicines, acting by virtue of 
a delegation in terms of section 34A of the Medicines and 
Related Substances Act, 1965 (Act 101 of 1965), hereby 
exclude in terms of Section 36 of Act 101 of 1965, on the 
unanimous recommendation of the members present at a 
meeting of the Medicines Control Council held on 5 October 
2007 the medicines listed in the schedule hereto from the 
operation of the therein listed provisions of the regulations 
promulgated by Government Notice No. R.510 of 10 April 
2003. 

MANDISA HELA 
REGISTRAR OF MEDICINES 

Ek, Mandisa Hela, Registrateur van Medisyne, handelend 
kragtens 'n delegasie ingevolge artikel 34A van die Wet op 
Medisyne en Verwante Stowwe, 1965 (Wet 101 van 1965), en 
op eenparige aanbeveling van die lede van die 
Medisynebeheerraad teenwoordig in 'n vergadering gehou op 5 
Oktober 2007, sluit hierby uit, kragtens Artikel 36 van Wet 101 
van 1965, die medisyne in die Bylae hiervan vermeld van die 
toepassing van die daarinvermelde bepalings van die regulasies 
afgekondig by Goewermentskennisgewing Nr. R.510 van 10 
April 2003, onderworpe aan die voorwaardes ingelys in the Bylae 
vermeld. 
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REGISTRATION 
N 01 
REGlSTRASlE 
NR 

NAME OF 
MEDICINE1 
NAAM VAN 
MEDISYNE 

Med-Lemon Hot 
Medication with 
Vitamin C 
Med-Lemon Hot 
Medication with 
Vitamin C 
Cherry Menthol 
with Vitamin C 
Med-Lemon Hot 
Medication with 
Vitamin C 
Lemon Menthol 
with Vitamin C- 
Ovagen Injection c 

FORM OF 
PREPARATION1 
BEREIDINGS- 
VORM 

Powder 

Regula fion 4 8 ( I )  Labelling of veferinary medicines 
(a) - The words 'Veferinary medicine' (carton, 
the powder for injection vial label, and the 
diluent vial label), 
(c) - The regisfrafion number (carton, the 
powder for injection vial label, and the diluent 
vial label) 
(d) - The dosage form of fhe medicine (carton 
and powder vial only), 
(e)(i) - In fhe case of a medicine containing only 
one active ingredient, one half fhe size of the 
largesf leffering which is used for the said 
proprietary name (carton, the powder for 
injection vial label, and the diluent vial label, 
(g) - The confenf of fhe medicine package 
expressed in fhe appropriafe unit or volume of 
fhe medicine (carton only), 
(k) - In the case of a medicine intended for 
injecfion by a particular roufe of adminisfrafion 
only, fhaf roufe of adminisfrafion by means of 
suitable words or abbreviations (carton, the 

PROVISIONS FROM WHICH EXCLUDED1 
BEPALINGS WAARVAN UlTGESLUlT 

Regulafion 9(1) Bilingualism for an abbrevrafed 
package insert 

CONDITIONS OF 
EXCLUSION1 
VOORWAARDES VIR 
UlTSLUlTlNG 

I 

Provided that only 
2000 units be imported 
and that the name 
of the applicant appear 
on the vials. 

powder for injection vial label, and the diluent 

APPLICANT! 
APPLIKANT 

Group 
Laboratories 

AniPharm (Pty) 
Ltd 



Disprin Regular 
300mg I Tab'et 
~ i s ~ r i n  Extra 
Strength 500mg 

Senokot Tablets Tablet I 

vial label, 
(I) - In the case of a medicine listed in any 
Schedule to the Act, the letter 'S' followed by the 
number of the relevant Schedule, in a prominent 
type size and face and surrounded by a square 
border, immediately preceding the proprietary 
name of such medicine (carton, the powder for 
injection vial label, and the diluent vial label, 
(p) - The requirements regarding the manner in 
which the medicine shall be stored with specific 
reference to the applicable storage temperature 
and other precautions required for the 
preservation of the medicine diluent vial only), 

(tj - The warning: 'Keep out of reach of children 
and uninformed persons' (carton, the powder for 
injection vial label, and the diluent vial label). 

Regulation 8(1) Labelling of medicines intended for 
administration to humans 

(b) the proprietary name of the medicine 
(p) the name of the holder of certificate of 
registration of the said medicine 

Regulation 8(1) Labelling of medicines intended for 
administration to humans 

(p) the name of the holder of certificate of 
registration of the said medicine 

Provided that only 
the following be 
imported: 
Disprin Regular, 300mg 
Batch 8570, quantity 
12 x 234 000 units 
Disprin Extra 
Strength 500mg, 
Batch M292 
Provided that only 1 
batch of 
product consisting 
of 8280 units be 
imported 

Reckitt 
Benckiser 

Reckitt 
Benckiser 
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