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AIDS HELPLINE: 0800-0123-22 Prevention is the cure 
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GENERAL NOTICE 
ALGEMENE KENNISGEWING 

NOTICE 1892 OF 2003 

MEDICINES CONTROL COUNCIL 

CONDITIONS OF REGISTRATION OF A  MEDICINE IN TERMS OF THE PROVISIONS OF 
SECTION 15(7) OF THE  MEDICINES  AND RELATED SUBSTANCES ACT, 1965 (ACT 101 OF 

1965). 

1.  The  applicant  shall  ensure  that ,the medicine is manufactured  and 
controlled  in terms of  current  Good  Manufacturing  Practices as 
determined by Council. 

2. The  manufacture  of  this  medicine is subject to. regular  investigation  and 
inspections by the inspectors  appointed in terms of  Section 26 of the  Act, 
to assess  compliance  with  current  Good  Manufacturing  Practices. 

3. The  information in the package  insert  shall be updated  on a regular  basis 
to conform to the package  insert  recently  approved by Council. 

4. The applicant  must  comply  with  all  the  legal  requirements of  the 
Medicines  and  Related  Substances  Act, 1965 (Act No. 101 of 1965). 

5. The  registration of this  medicine  shall  be  subject to regular  review 
regarding its quality,  safety  and  efficacy, and the  registration^ of  this 
medicine  may be varied  subject to issues  Council  may  deem  fit. 

6.  The  first  two  production  batches  must  be hlly validated in terms  of the 
detailed  process  validation  protocol  submitted at the time of  application 
for  registration,  and  the  validation report must be  submitted  within a 
month  after  completion  of  the  validation. 

7. The  registration  dossier is subject to review at intervals as determined by 
Council. 

8. A post-registration  inspection  must be conducted in the first  production 
batch of the locally  manufactured  product. 

9. A post-registration  inspection  must  be  conducted on the first production 
batch  manufactured by each  local  manufacturer. . 

10. A post-registration  inspection  must be conducted  on the first  production 
batch of the imported  product. 

1 1.  Marketing of the  product  may  only  commence  following a satisfactory 
post-registration  inspection  report. 

12. One  sample of every  batch,  together  four  copies  of  the  protocol  for  testing 
of the bulk lot and  filling  lot,  and six copies of the  certificate  of  release 
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issued by a  competent  authority in the  country in which the product was 
manufactured,  must be submitted to the  Council for lot  release  purposes. 

13. The expiry date allocated  shall  be  modified by adding  a  statement  that the 
virus strains are currently  recommended  for South African  usage in the 
specific  year. 

14. The strains of the  master  seed  viruses  must be  approved  by the 
Department of Health  for  each  year. 
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Registration number/Registrasienommer: 34/2.8/0089 

Name of medicine/Naam van medisyne: IBUMOL 

Dosage fodDoseringsvonn: TABLET 

Active ingredients/Miewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
IBUPROFEN 200,O mg 
PARACETAMOL 350,O mg 

Conditions of registratiofloorwaardes vir registrasie: 

I ,  2 ,3 ,4 ,5 ,6 ,7  

ApplicantlApplikant: COLUMBIA PHARMACEU'TTCIALS (PTY) LTD 

ManufacturernTervaardiger: COLUMBIA  PHARMAZEUTICALS,  BOKSBURG RSA 

PackerNerpakker: COLUMBIA PHARMA'U'EUTICALS, BOKSBURG RSA 

LaboratoryLaboratorium: COLUMBIA PHARMA33JTIC-ALS7 BOKSBURG RSA 
CONSULTING CHEh4lCAL LAB, STAR STREET 
BOKSBURG RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JlSNIE 2003 
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- 

Registration nunberRegistrasienornmer: 34/34/02 88 

N q e  of medicinemaam van medisyne: OTRISALINI: SOLUTION 

Dosage form/Doseringsvorm: SPRAY/SPROEI 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTAINS/ELIE 1,0 1111 OPLOSSING BEVAT : 
SODIUM CHLORIDE 7,40 mg 

Conditions of registratiofloorwades vir registrasie: 

1 ,2 ,3 ,4 ,  5,6,7 

Applicant/Applikant: NOVARTIS  SOUTH AFRICA (PTY) LTD 

Manufacturer/Vervaardiger: NOVARTIS, NYOK SVriTZEKAN’D 

PackerNerpakker: NOVARTIS, NYON SWITZERLAND 

LaboratoryLaboratorium: NOVARTIS, NYON SMTTZERLAND 
NOVARTIS, SPARTAN  KEMPTON PARK RSA 

Shelf-life/Raldeefd: 3 6 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 

. 
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Registration numberRegistrasienommer: 34/13. td( ,389 

Name of medicinehJaam van medisyne:  MC RUT3 

Dosage formDoseringsvorm: OINTMENT/SALI: 

Active ingredients/Aktiewe bestanddele: 
EACH 100,O g OINTMENT CONTAINWELKE lO(:,C g SALF BEVAT: 
METHYL SALICYLATE 1090 g 

Conditions of registratiofloorwaardes vir registrasic: 

1 ,2 ,3 ,4 ,  5,6,7 

Applicant/Applikat:  MC PHARMA CC 

Manufacturer/Vervaardiger: IMPILO DRUGS (I 9651, I SlTHEBE RSA 

PackerNerpakker: IMPILO DRUGS ( 1 ?oh 1, ISITHEBE RSA 

Laboratory/Laboratoriunx IMPILO DRUGS (1 9(,6 1. [SITHEBE RSA 
MC PHARMA CC, VI'YFRSPARK RSA 

Shelf-1ifeRakleefd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNE 2003 

03-01 151 S B  
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- 

Registration numberRegistrasienommer: 34/24/0392 

Name of medicineiNaam van medisyne: CALCICHE8:W 

Dosage fodDoseringsvorm: TABLET 

Active ingredientsltlktiewe bestanddele: 
EACH  TABLET CONTAINSELKE TABLET BEVAT : 
CALCIUM CARBONATE EQUIVALENT TO ELl3IENTAL CALCIUM 500,O mg 

Conditions of registrationNoonvaardes vir registrasie: 

ApplicaniYApplikant: PHARMACIA SOUTH AFRlC.4 (PTY) LTD 

ManufacturerNervaardiger: NYCOMED, ASKER J4ORWAY 

Packer/Verpakker: NYCOMED, ASKER NORWAY 

LaboratoryLaboratorium: NYCOMED, ASKER NORWAY 
CONSULTING CHEI’VUCAL LAB, STAR  STREET 
BOKSBURG RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND RSA 
SOUTH AFRICAN BtJREAU OF STANDARDS, 
PRETORIA  RSA 
PHARMACIA SOUTI-I /AFRICA, MIDRAND RSA 

Shelf-life/Rakleeftyd: 24 monthsimaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNE 2003 
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Registration nunberRegistrasienommer: 34/?_._5/3.43_ 

Name of rnedicine/Naam  van  medisyne: TRTLEP'TAL I 50 

Dosage fonnlDoseringsvorn1: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINS/ELKE TABLET BEY A 1' : 
OXCARBAZEPINE 150,O mg 

Conditions of registrationlVoorwades vir registrasi e: 

ApplicadApplikant: NOVARTIS SOUTH AFRICII L PTY) LTD 

ManufacturerNeraardiger: NOVARTIS, SCHAFI'I-rAT.JSERSTRASSE, 
SWITZERLAND 

Packer/Verpaklter: NOVARTIS, SCHAFI  'IHAIJSERSTRASSE, 
SWITZERLAND 
NOVARTIS,  SPARTAb KEMPTON PARK RSA 

LaboratoryLaboratorium: NOVARTIS, SCHAFT- I 1 A IJSERSTRASSE, 
SWITZERLAND 

INSPECTORATE M 12 -,. ORMONDE R.SA 
NOVARTIS, SPARTk\i'.  KEMPTON PARK RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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. 

Registration numbedRegistrasienommer: 34/5.?. I / 3507 

Name of medicine/Naam van medisyne: POLLEN?'"P'JE TABLETS 

Dosage fornu'Doseringsvorn1:  TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINS/ELKE TABLET BEY A-T 
LORATADINE 10,O mg 

Coix3tioas of registra:ionlTJoor\a~des vir registrasi e: 

Mmufactwer/Vervaardiger: DELTA  LIMITED, I-IF 1 t4ItFJOROUR,ICELAND 

Packer/Verpaldter: DELTA  LIMITED,HA fYARFJOROUR,ICELAND 
DIVPHARM  MANUFi-\CTUFUNG AND PACKAGING, 
LONGDALE RSA 

LaboratoryLaboratorium: DELTA  LIMITED,HA I-:i4ARFJOROUR,ICELAD 
CONSULTING CHEh'lI,:YJ, LAB, STAR STREET 
BOKSBURG RSA 
PHARMA DYNAMI('S SILVERWOOD,  WESTLAKE 
RSA 

Shelf-lie/Rakleeftyd: 3 6 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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Registration numberRegistrasienommer: 35/21 .:!/(lo42 

Name  of medicine/Naanl van  medisyne:  PRIMAPE):  00 MG 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH  TABLET  CONTAINSELKE TABLET BEVA 1': 
NATEGLINIDE 60,O mg 

Conditions of registratiofloorwaardes vir registrasie: 

ApplicaniYApplikant: NOVARTIS  SOUTH AFRICA 1 PTY) LTD 

ManufacturerNervaardiger: NOVARTIS, SCHAFFH IUSERSTRASSE, 
SWITZERLAND 

Paclter/Verpakker: NOVARTIS, SCHAFFFl.4USERSTRASSE, 
SWITZERLAND 
ALLPACK AG, MUT7'I!NZ, SWITZERLAND 
IVERS-LEE LTD, BUR( iDORF SWITZERLAND 
KONAPHARMA AG, PItATTELN, SWITZERLAND 
PROMLOG AG, PRA'8"I ELN, SWITZERLAND 
NOVARTIS, SPARTAN  I<EMPTON PARK RSA 

LaboratolyLaboratoriun:  NOVARTIS,  SCHAFF.-IXJSERSTRASSE, 
SWITZERLAND 
INSPECTORATE M 8. I I ,  ORMONDE RSA 
NOVARTIS, SPARTAN  KEMPTON PARK RSA 

Shelf-life/Raltleefd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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- 

Registration number/Registrasienommer: 35/2 1 .::/(lo43 

Name of medicine/Naam van medisyne: PRIMAPE?: ; 20 MG 

Dosage fordoseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH TABLET CONTAJNSIELKE TABLET BEY A T : 
NATEGLINIDE 120,O mg 

Conditions of registrationNoonvaardes vir registrasje: 

1,2 ,3 4, 5 ,6 ,  7 

Applicant/Applikant: NOVARTIS SOUTH AFRICIi PYY) LTD 

Manufacturer/Vervaardiger: 

PaclterNerpakker: 

Laboratory/Laboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

NOVARTIS, SCHAE’I‘l-iAUSERSTRASSE, 
SWITZERLAND 

NOVARTIS, SCHAF1,’I i ALJSERSTRASSE, 
SWITZERLAND 
ALLPACK AG, MUT r~ INZ, SWITZERLAND 
IVERS-LEE LTD, BU R‘3DORF SWITZERLAND 
KONAPHARMA AG. PIIATTELN, SWITZERLAND 
PROMLOG AG, PRA P’IXLN, SWITZERLAND 
NOVARTIS, SPAR?’/\F. KEMPTON PARK RSA 

NOVARTIS, SCHAF!;’I-IAUSERSTRASSE, 
SWITZERLAND 
NOVARTIS, SPART,V\I ICEMPTON PARK RSA 
INSPECTORATE N !2 L. ORMONDE RSA . 
24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 
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Registration number/Registrasienommer: 3 5/ 1 5 . 4  1076 

Name of medicinemaam van medisyne:  ZADITEN 1;J’E DROPS 

Dosage fordDoseringsvorm: DROPS/DRUPPELS 

Active iagredients/Aktiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTAINSELKE 1,O n t l  OPLOSSNG BEVAT : 
KETOTIFEN FUMARATE EQUIVALENT TO ICE’ lY ITIFEN 0,25 mg 

Conditions of registratiodVoomaardes vir registrasje: 

1 , 2 9 3 7  4,57 637 

ApplicantIApplikant:  ADCOCK INGRAM LTD 

ManufacturerNervaardiger: 

PaclterNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

LABORATOIRES CIl)/, VISION,CEDEX,FRANCE 

LABORATOIRES CII i P t  VISION,CEDEX,FRANCE 
NOVO NORDISK. JC.1- I ANNESBURG RSA 

LABORATOIRES CIIiA VISION,CEDEX,FRANCE 
ADCOCK INGRAM 1 ,‘I I>, WADEVILLE RSA 
NOVO NORDISIC: JCI-l ANNESBURG RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 
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Registration number/Registrasienommer: 35/2 1 .:!/009 1 

Name of rnedicineNaam van medisyne: HEXAFOR M IN 500 

Dosage €orm/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH  TABLET  CONTAINSELKE  TABLET BEVA 1’: 
METFORMIN HYDROCHLORIDE 500.0 mg 

Conditions of registratiofloomaardes vir registrasj e: 

1 ,2 ,3 ,4 ,  5,6,7 

ApplicantIApplikant: HEXAL PHARMA (SA) (PT‘f) LTD 

ManufacturerNervaardiger: GEA  FARMACEUTISK , FREDERIKSBERG, 
DENMARK 

PaclterNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 

GEA FARMACEUTISK , FREDERPKSBERG, 
DENMARK 
ANALYTICON, KETVIP TON PARK RSA 
CONSULTING CI-IEMICAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , TV1’:STMEAD RSA 

24 monthdmaande 

6 JUNE 2003 
6 SLTNIE 2003 
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- 

Registration nunber/Registrasienommer: 3 5/2 1 .YO092 

Name of medicinehlaam van medisyne: HEXAFORMIN 850 

Dosage forrdDoseringsvorn1: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTArNS/ELKE TABLET BEVAT: 
METFORMIN HYDROCHLORIDE 850,O mg 

Conditions of registrationNoorwaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

ApplicantIApplikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: 

PackerNerpaldter: 

Laboratory/Laboratorium: 

Shelf-1ieRakleeftyd: 

Date of registration: 
Datum van registrasie 

GEA  FARMACEUTISK. , FREDERIKSBERG, 
DENMARK 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 

GEA FARMACEUTEX , FREDERIKSBERG, 
DENMARK 
ANALYTICON, KENTI) TON PARK RSA 
CONSULTING CFIEh4I:ZAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL P H A M A  , TYISTMEAD RSL4 

24 monthshaande 

6 JUNE 2003 
6 JUNE 2003 



, 
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- 

Registration number/Registrasienommer: 350  1.2/0093 

Name of medicine/N,aam van medisyne: GLUCOFORMIN 500 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH  TABLET CONTANSELKE TABLET BEVAT: 
METFORMJN HYDROCHLORIDE 500,O In:: 

Conditions of registratiofloorwaardes vir registrasie: 

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) 'LTD 

hlanufacturerNervaardiger: GEA FARMACEUTISK. , FREDERIKSBERG, 
DENMARK 

PackedVerpaMcer: 

LaboratorylLaboratorium: 

Shelf-life/Raldeeftyd: 

Date of registration: 
Datum van registrasie 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 

ANALYTICON, KEhlFTON PARK RSA 
CONSULTING CHEMi.CAL LAB,  STAR  STREET 
BOKSBURG RSA 
GEA FARMACEUTISIC , FREDERIKSBERG, 
DENMARK 
HEXAL PHARMA , W ESTMEAD RSA 

24 monthdmaande 

6 JUNE 2003 
6 KJNIE 2003 
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Registration nurnberAXegistrasienommer: 35/2 1 .YO094 

Name of rnedicinebJaan.1 van medisyne: GLUCOFO RiVIIN 850 

Dosage fordDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH  TABLET  CONTAINSRLKE  TABLET  BEVAT : 
METFORMIN HYDROCHLORIDE 850,O mg 

Conditions of registratiodvoorwaardes vir registrasi e: 

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: GEA FARMACEUTXSK. FREDERIICSBERG, 
DENMARK 

PackerlVerpakker: . DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 

LaboratoryLaboratorium: GEA  FARMACEUTISE.; , FREDERIKSBERG, 
DENMARK 
ANALYTICON, KEh4E'TON PARK RSA 
CONSULTING CHEMICAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA WESTMEAD RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



20 No. 25199 GOVERNMENT GAZElTE, 18 JULY 2003 

__ .- 

Registration numberRegistrasienommer: 3 5/2 1. I Z ’ O  1 5 5 

Name of medicine/Naam van medisyne: CYPROPLJ 3 X  50 MG 

Dosage form/Doseringsvom:  TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
CYPROTERONE ACETATE 50,O mg 

Conditions of registratiofloorwaardes vir  registrasi e: 

1,2,3,4,5,6,7 

Applicant/Applikant: PHARMACHEMIE  (PTY) L?’I:l 

ManufacturerNervaardiger: PHARMACHEMIE B \I. HAARLEM NETHERLANDS 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

PHARMACHEMIE B V. t-LAARLEM NETHERLANDS 
DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 

PHARMACHEMIE R-V. F-IAARLEM NETHERLANDS 
CONSULTING CHEAll:::AL, LAB, STAR STREET 
BOKSBURG RSA 
PHARMACHEMIE, AlrDRAND RSA 

60 months/maande 

6 JUNE2003 
6 JUNIE 2003 
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.Registration number/Registrasienommer: 35/20.1.2/02 12 

Name of medicinemaam van medisyne: RANMOX'? SUSPENSION 125 MG/5 ML 

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION  CONTAINSELKE 5,O 1111 SUSPENSIE  BEVAT : 
AMOXYCILLIN TRJHYDRATE EQUIVALENT 1'6 
AMOXYCILLIN 125,O lag 

Conditions of registratiofloorwaardes vir registrasie: 

ApplicantlApplikant: RANBAXY (SA) (PTY) LTD 

Manufacturer/Vervaardiger: RANBAXY, DEWAS TT\'DIA 

PackedVerpakker: RANBAXY, DEWAS II\'DIA 

Laboratory/Laboratorium: RANBAXY, DEWAS !N DIA 
CENTRE FOR QUALITY ASSURANCE, 
POTCHEFSTROOM RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUF.ION RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 

03-01  151 5 - C  
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Registration number/Registrasienommer: 35/20. .l/02 13 

Name of rnedicine/Naam van medisyne: RANMOXY :<USPENSION 250 MG/5 ML 

Dosage form/Doseringsvonn: SUSPENSION/SUSPJ<?JSIE 

Active ingredientddctiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINS/ELKE 5?0 ~111 SUSPENSIE BEVAT: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT 1'C. 
AMOXYCILLIN 250,O mg 

Conditions of registratiofloorwaardes vir registrasie: 

1,2 ,3 ,% 5,6,7 

ApplicantlApplikant: RANBAXY (SA) (PTY) LTD 

Manufacturer/Vervaardiger: W A X Y ,  DEWAS IPJDTA 

PackerNerpakker: 

Laboratory/Laboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

RANBAXY, DEWAS INDIA 

RANBAXY, DEWAS PJDIA 
CENTRE FOR QUALrl'Y ASSURANCE, 
POTCHEFSTROOM 
KHULULEKANI LAIK)RnTORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUIU9N RSA 

24 monthdmaande 

6 JUNIE 2003 
6 JUNIE 2003 
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_ _  

Registration nun1berRegistrasienommer: 35/13 .:;A12 17 

Name of medicinemaam van medisyne: MEDICATEt) INGFL4bi'S HERBAL 
OINTMEN'T 

Dosage formA3oseringsvon-n:  OINTMENT/SALF 

Active ingredientdAktiewe bestanddele: 
EACH 100,O g OINTMENT  CONTAINSELKE 100.0 g SALF BEVAT : 
CAMPHOR 1 3 1  g 
EUCALYPTUS OIL 5,03 g 
THYME OIL 0,50 g 

Conditions of registratiofloorwaardes vir registrasi e: 

1,2: 3 ,4 ,5 ,6 ,7  

Applicant/Appliltant: ADCOCK INGRAM LTD 

ManufacturedVervaardiger: ADCOCK INGRAM I ,'I D, WADEVILLE RSA 

Paclter/Verpaldter: ADCOCK TNGRAM I ,TD, WADEVILLE RSA 

LaboratolylLaboratorium: ADCOCK TNGRAM 1333, WADEVILLE  RSA 

Sl~elf-life/Rakleefiyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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Registration nurnbedRegistrasienommer: 3 5 / 2 3  /0::28 

Name of medicine/Naam van  medisyne: RECOFOL 1 ‘Yo 20 ML AMPOULE 

Dosage form/Doseringsvonn: INFUSION (PAREN1 ’E M L ) /  
INFUSIE (PARENTERI’\AL) 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 ml EMULSION CONTAINS/ELKE 1 .O 1111 EhKJLSIE BEVAT: 
PROPOFOL 10,O mg 

Conditions of registratiodVoorwaardes vir registrasje: 

1 ,2 ,3 ,4 ,  5 ,6 ,7  

Applicant/Appliltant: MERCK GENERICS RSA (P T-f) LTD 

ManufacturerNervaardiger: 

Paclter/Verpald<er: 

LaboratorylLaboratoriwn: 

Shelf-1ifeRaldeefd: 

Date of registration: 
Datum van registrasie 

SANTEN OY, TAMPERE FINLAND 

SANTEN OY, TAMPSf:E FINLAND 
MERCK PHARMACY :[[TICALS MANUFACTURING, 
WADEVILLE RSA 

SANTEN OY, TAMPI3F.E FINLAND 
MERCK PHARMACJ 3I:TICALS MANUFACTURING, 
WADEVILLE RSA 
RESEARCH INSTITT.l’IE  FOR IND. PHARMACY, 
POTCHEFSTROOM SClA 
MERCK GENERICS X X ,  MODDERFONTEIN,  RSA 

3 6 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 
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Registration numberPRegistrasienommer: 35/2. I / 0 2 9  

Name  of  medicinemaam van medisyne: RECOFOL I 'XI 50 ML VIAL 

Dosage form/Doseringsvorm: INFUSION (PAREN'I'E RAL)/ 
INFUSE (PARENTERr'lAL) 

Active ingredients/Aktiewe bestanddele: 
EACH 1 ,O ml EMULSION CONTAINSELKE 1 .O 1111 EMULSIE BEVAT: 
PROPOFOL 10,O mg 

Conditions of registratiofloorwaardes vir registrasje: 

Applicant/Applikant: MERCK GENERICS RSA (PTY) LTD 

ManufacturerNervadiger: SANTEN OY, TAMPEI-:E FINLAND 

PackerNerpakker: SANTEN OY, TAMPCl-:E FINLAND 
MERCK PHARMACE L1 TICALS MANUFACTURING ? 

WADEVILLE  RSA 

LaboratoryLaboraroriium: SANTEN OY, TAWIPE I i  I FINLAND 
MERCK PHARMACE U TICALS MANUFACTURING, 
WADEVILLE  RSA 
RESEARCH INSTITU1'13 FOR IND. PHARMACY, 
POTCHEFSTROOM F.S A 
MERCK GENERICS RSA, MODDERFONTEIN RSA 

Shelf-life/Rakleeftyd: 3 6 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



26 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienommer: 35/Z 1101.30 

Name of medicinemaam van medisyne: RECOFOL I ' 2 6  100 ML VIAL 

Dosage form/Doseringsvonn: INFUSION (PAREN'I'E K4L)i 
INFUSIE(PARENTE1t / i AL) 

Active ingredientdAktiewe bestanddele: 
EACH 1,0  ml EMULSION CONTAINSELKE 1 ,O ~ n l  EMULSIE BEVAT: 
PROPOFOL 10,O mg 

Conditions of registrationhroorwaardes vir registrasi E: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

ApplicantlApplikant: I\/IERCI< GENERICS  RSA (P T'{) LTD 

Manufacturer/Vervaardiger: 

Paclter/Verpakker: 

LaboratoryLaboratorium: 

Shelf-life/Raldeefd: 

Date of registration: 
Datum van registrasie 

SANTEN OY, TAMPET-LE FINLAND 

SANTEN OY, TAMPYIE FINLAND 
MERCK PHARMACI XiTTCALS MANUFACTURING , 
WADEVILLE RSA 

SANTEN OY, TAMPI3F.E  FJNLAND 
MERCK PHAMACI il TICALS  MANUFACTURING, 
WADEVILLE RSA 
RESEARCH JNSTITLU E FOR IND. PHARMACY, 
POTCHEFSTROOM JViA 
MERCK GENERICS ICbI.  MODDERFONTEIN RSA 

3 6 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 
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_ _  

Registration numberRegistrasienommer: 3517.310~~00 

Nanle of medicine/Naam van medisyne: EQUI-MIGrllUNE  DROPS 

Dosage fomDoseringsvorm:  DROPSDRUPPELS 

Active ingredientdAktiewe bestanddele: 
EACH 0750 ml DROPS CONTAIN/ELKE 0,50 1111 1)RUPPELS BEVAT: 
CLONIDINE HYDROCHLORIDE 5,O :.IS 

Conditions of registratiodvoorwaardes vir registrasi e: 

1 7  2,3,47 5,637 

Applicant/Applikant: EQUITY PHARMACEUTICA I 3  (PTY) LTD 

ManufacturerNervaardiger: WRAPSA, CENTURI31\I RSA 

PaclterNerpakJcer: WRAPSA, CENTURI3N RSA 

LaboratoryLaboratorium: WRAPSA, CENTLJR1014 RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 20903 



28 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 35/11 .?.2/0407 

Name of medicine/Naam  van  medisyne:  SANTAX-S (XPSULES 

Dosage fordDoseringsvorn1: CAPSULES/KAPSUI E S  

Active ingredients/Alstiewe  bestanddele: 
EACH CAPSULE CONTATNSELKE KAPSULE BE V'AT : 
DRIED YEAST 250,O mg 

Conditions of registration/Voorwaardes vir registrasie: 

Applicant/Applikant: SCHERING (PTY) LTD 

ManufacturedVervaardiger: ASCHE  AG,  HAMBURG GERMANY 

PackerNerpakker: ASCHE AG, HAMBURS GERMANY 
-~ 

Laboratoryhaboratorium: ASCHE AG, HAMBU R.3 GERMANY 
SCHERJNG, MIDRANI) RSA 

Shelf-life/Rakleeftyd: 3 6 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



STAATSKOERANT, 1 a JULIE 2003 No. 25199 29 

Registration number/Registrasienomer : 36/26/00 24 

Name of medicine/Naam van medisyne: BIOLYSE  I'ACLITAXEL FOR 
INJECTION 5ML 

Dosage form/Doseringsvorm: INJECTION/INSPUI1'ITJG 

Active ingredientslAktiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTAINSELKE 1,0 1111 OPLOSSING BEVAT: 
PACLITAXEL 670 mg 

Conditions of registratiodVoonvaardes vir registrasi e: 

1,2,3,47 5,6,7 

Applicant/Applikant: KEY ONCOLOGICS  (PTY) 1,7 D 

ManufacturerNervaardiger: OMEGA  LABORATOR JES, QUEBEC, CANADA 

PackerlVerpakker: . OMEGA  LABORATORIES, QUEBEC, CANADA 

LaboratoryLaboratoriwn: OMEGA LABORATORIES, QUEBEC, CANADA 
BIOLYSE  PHARMA  CORP, ONTARIO CANADA 
BIOLYSE PHARMA "ORP, QUEBEC CANADA 
LABORATOLRES NE0 P H A M ,  QUEBEC CANADA 
KEY ONCOLOGICS, S 4NDTON RSA 

Shelf-1ifelRakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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- 

Registration nurnber/Registrasienommer: 36/13. I 10093 

Name of medicine/Naam van medisyne: PROTEX CREAM BAR 

Dosage forrdDoseringsvorm: SOAP/SEEP 

Active ingredients/Aktiewe bestanddele: 
EACH 100,O g SOAP CONTAINSELKE 100,O g SEIIP BEVAT : 
TRICLOCARBAN 0,100 mg 

Conditions of registratiofloorwaardes vir registrasie: 

1,2,3,4,5,6,  7 

Applicant/Applikant: COLGATE-PALMOLIVE (PTY) LTD 

Manufacturern7ervaardiger: COLGATE-PALMOLfVE,  CANELANDS RSA 

PackerNerpakker: COLGATE-PALMOL &'E, CANELANDS RSA 

Laboratory/Laboratorium: COLGATE-PALMOLIVE, CANELANDS RSA 
COLGATE-PALMOL ["E, BOKSBURG RSA 

Shelf-1ifeRakleefd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 31 

Registration number/Registrasienommer: 36/13.7 /0094 

Name of medicinemaam van medisyne: PROTEX FRf3SH 

Dosage fodDoseringsvorm:  SOAPBEEP 

-4ctive ingredientdAlbiewe bestanddele: 
EACH 100,O g SOAP CONTAINSELKE 100,O g S E f P  BEVAT: 
TFUCLOCARBAN 500,O mg 

Conditions of registratiodvoonvaardes vir registrasj e: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

ApplicantlApplikant: COLGATE-PALMOLIVE (PTJ') LTD 

ManufacturerlVervaardiger: COLGATE-PALMOLIVE,  CANELANDS  RSA 

Paclter/Verpalcker:  COLGATE-PALMOLI\rE,  CANELANDS  RSA 

Laboratory/Laboratoriiurn: COLGATE-PALMOL lV E, CANELANDS RSA 
COLGATE-PALMOLII~'E, BOKSBURG RSA 

Shelf-life/Raldeeftyd: 24 monthsimaande 

Date of registration: 6 JUNE 2003 
Datum v m  registrasie 6 JUNIE 2003 



32 No. 251 99 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 36/2.7/0 1 03 

Name of medicinernam van medisyne: PARAMED E:XTEND 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdtlktiewe bestanddele: 
EACH TABLET CONTAINSIELKE TABLET BEVAT: 
PARACETAMOL 665,O mg 

Conditions of  registratiodVoorwaardes vir registrasi e: 

Applicant/Applikant: GROUP LABORATORIES S A  (PTY) LTD 

ManufacturerNervaardiger: SMITHKLNE BEECIIAM, DUNGARVAN  IRELAND 

PackerNerpakker: SMITHKLINE BEECI-lAM,  DUNGARVAN  IRELAND 
GLAXOSMITHKLINE.  EPPING  RSA 

LaboratoryLaboratorium: SMITHKLINE BEECl JAM, DUNGARVAN  IRELAND 
GLAXOSMITHKLIN 5, EPPING  RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNE 2003 

- 
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Registration nurnber/Registrasienommer: 36/20. i .YO 1 15 

Name of medicine/Naam van medisyne: ZALOXY SUSPENSION 125 MG/5 ML 

Dosage fodDoseringsvo1-m: POWDENPOEIER 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINYELKE 5,il1n1 SUSPENSE BEVAT : 
AMOXYCILLIN  TRIHYDRATE  EQUIVALENT TO 
AMOXYCILLIN 125,O mg 

Conditions of registrationlvoorwaardes vir registrasj e: 

Applicant'Applikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervaadiger: RANBAXY, DE WAS ITJDIA 

PackerNerpaldter: RANBAXY,  DEWAS lT3DIA 

Labcratory/Laboratorim: RANBAXY, DEWAS INDIA 
CENTRE FOR QUALII'Y ASSURANCE, 
POTCHEFSTROOM M A  
KKULULEKANI LAIK)RATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTLRIW RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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Registration number/Registrasienommer: 3600.7 2/01 16 

Name of medicineNaam van medisyne:  ZALOXY SUSPENSION 250 MG/5 ML 

Dosage formjDoseringsvorn1: POWDERPOEIER 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINS/ELKE 5,O 1111 SUSPENSIE BEVAT : 
AMOXYCILLIN  TRIHYDRATE  EQUIVALENT TO 
AMOXYCILLIN 250,O mg 

Conditions of registratiolfloonvaardes vir  registrasj e: 

1, 2, 3, 4, 5, 6, 7 

Applicant/Applikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervadiger: RANBAXY,  DEWAS RJDIA 

PaclterlVerpakker: RANBAXY,  DEWAS ITJDIA 

Laboratory/Laboratorium: RANBAXY,  DEWAS INDIA 
CENTRE FOR QUALH'Y ASSURANCE, 
POTCHEFSTROOM ]<:;A 
KHULULEKANI  LAROTWTORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUIWN RSA 

Shelf-1ifejRaltleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 . 



~ 
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Registration mmber/Registrasienommer: 36/20.7 2 0  1 17 

Name of  medicinemaam van medisyne: TRIOMAXCII.. P 125 MG/5 ML 

Dosage form/Doseringsvorm: POWDER/POEIER 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINYELICE 5,O 1111 SUSPENSIE BEVAT : 
AMOXYCILLIN  TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 125 ,O mg 

Conditions of registratiodvoonvaardes vir registrasi e: 

Applicant/Applikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervaardiger: RANBAXY,  DEWAS INDIA 

PackerNerpakker: RANBAXY, DEWAS INDIA 

LaboratoryLaboratorium: RANBAXY,  DEWAS INDIA 
CENTRE FOR QUALITY ASSURANCE, 
POTCHEFSTROOM II,C;A 
KHULULEKANI LAIIORATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUIWN RSA 

Shelf-life/Rakleeftyd: 24  monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



36 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/20.] 3 0  I 18 

Nanle of  medicinemaam van medisyne: TRIOMAXCJ I, PF 250 

Dosage form/Doseringsvorrn: POWDEWPOEIER 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINS/ELKE 5.0 1111 SUSPENSE BEVAT : 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 250,O mg 

Conditions of registratiofloonvaardes vir registrasie: 

ApplicadApplikant: RANBAXY (SA) (PTY) LTD 

Manufachuedvervaardiger: RANBAXY, DEWAS TTJDIA 

PackerNerpakker: RANBAXY, DEWAS INDIA 

Laboratory/Laboratorium: RANBAXY, DEWAS INDIA 
CENTRE FOR QUALKY ASSURANCE, 
POTCHEFSTROOM J C A  
KHULULEKANI LAIK)RATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUI?I9N RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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~ Registration number/Registrasienommer: 36/18.6/0 13 0 

Name of medicinemaam van medisyne: VARI-ECONAZOLE NITRATE 1 % M/M 
VAGINAL CREAM 

Dosage form/Doseringsvorm: CREAM/ROOM 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 g CREAM CONTATNSELKE 1,0 g ROOM BEVAT 
ECONAZOLE NITRATE 10,o 1116 

Conditions of registratiodvoorwaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

Applicant/Applikant: DANENE PHARMACEUTIC'A LS (PTY) LTD 

ManufacturerNervaardiger: VARICHEM LABOR.1'~ORIESyHARARE, ZIMBABWE 

PackerNerpakker: VAFUCHEM LABOR4'rORIES,HAFL4RE7 ZIMBABWE 

Laboratory/Laboratorium: VARICHEM LABORA'I'ORIES,HARARE, ZIMBABWE 
RESEARCH INSTITtJ7'E FOR IND. PHARMACY, 
POTCHEFSTROOM i K 4  
SOUTH AFRICAN BIJItEAU OF STANDARDS, 
PRETORIA  RSA 

> DANENE PHARMA(XIJTICALS, PTA RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 

1 



38 No. 25199 

~ ~ ~~~~ 

GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer; 36/20.] .1/0246 

Name of medicine/Naam van medisyne: ADCO-CIPROFLOXACIN 250 

Dosage fodDoseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH TABLET CONTAINS/ELKE TABLET BEVAT ; 
CIPROFLOXACIN  HYDROCHLORIDE  EQUIVA1,FNT TO 
CIPROFLOXACIN 250,O mg 

Conditions of registrationNoonvaardes vir registrasi e: 

ApplicantYApplikant:  ADCOCK INGRAM LTD 

ManufacturedVervaardiger: DELTA  LIMITED,HP,  FVARFJOROUR,ICELAND 

PackerNerpakker: DELTA LIMITED,HAFNARFJOROUR,ICELAND 
ADCOCK INGRAM I-EALTHCARE,  CLAYVILLE RSA 
ADCOCK INGRAM l-It:ALTHCARE,  WADEVILLE 
RSA 

LaboratoryLaboratorim; DELTA LIMITED,HAFNARFJOROUR,ICELAND 
ADCOCK INGRAM HEALTHCARE,  CLAYVILLE RSA 
ADCOCK INGRAM HEALTHCARE,  WADEVILLE 
RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 
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- 

Registration number/Registrasienommer: 36DO.l. I /0247 

Name of medicine/Naam van medisyne: ADCO-CIP  ROFLQXACIN 500 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Altiewe bestanddele: 
EACH  TABLET CONTAINSELKE TABLET BEVAT : 
CIPROFLOXACIN HYDROCHLONDE EQUIVAIlNT TO 
CIPROFLOXACIN 500,O :n,q 

Conditions of registratiodVoonvaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6,  7 

Applicant/Applikant: ADCOCK INGRAM LTD 

ManufacturerArervaardiger: DELTA LIMITED,HA.FNARFJOROUR,ICELAND 
ADCOCK  INGRAM I-IE:ALTHCARE, CLAYVILLE  RSA 
ADCOCK  INGRAM J-IF:ALTHCARE, WADEVILLE 
RSA 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-lifemakleeftyd: 

Date of registration: 
Datum van registrasie 

DELTA LIMITED,H/IF'NARFJOROUR,ICELAND 
ADCOCK  INGRAM  HEALTHCARE,  CLAYVILLE 
RSA 
ADCOCK  INGRAM  HZALTHCARE,  WADEVILLE 
RSA 

DELTA LMITED,H~~FNARFJOROUR,ICELAND 
ADCOCK INGRAM I-IEIALTHCARE, CLAYVILLE  RSA 
ADCOCK  INGRAM I3EIALTHCARE, WADEVILLE 
RSA 

24 months/maande 

6 JUNE 2003 
6 JUNE 2003 
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Registration numberRegistrasienomer: 36/20. i . I  /0248 

Name of medicinehim van medisyne: ADCO-CIPROFLOXACIN 750 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
CPROFLOXACIN HYDROCHLORIDE EQUTVAl,E,NT TO 
CIPROFLOXACTN 750,O nlg 

Conditions of registration/Voonvaardes vir registrasje: 

Applicant/Applikant: ADCOCK INGRAM LTD 

ManufacturerNervaardiger: DELTA LIMITED,HAFiVARFJOROUR,ICELAND 

PackedVerpakker: DELTA  LIMITED,HA  FP?ARFJOROUR,ICELAND 
ADCOCK INGRAM H.EALTHCARE,  CLAYVILLE RSA 
ADCOCK INGRAM FEALTHCARE, WADEVILLE 
RSA 

Laboratory/Laboratorium: DELTA LIMITED7HAFI’~JARFJOROUR,ICELAND 
ADCOCK INGRAM KEALTHCARE, CLAYVILLE RSA 
ADCOCK INGRAM HEALTHCARE, WADEVILLE 
RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 , 



STAATSKOERANT, 18 JULIE 2003 No. 25199 41 

- 

Registration numberRegistrasienommer: 36/20.?..?/0261 

Name of medicine/Naam van  medisyne:  FLUZOL 5 0  

Dosage fodDoseringsvorm: CAPSULES/KAPSUI ,ES 

Active ingredientdAktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE BE VAT : 
FLUCONAZOLE 50,O mg 

Conditions of registrationlvoonvaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

ApplicantiAppIikant: HEXAL  PHARMA (SA) (PT'U') LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-IifeRakleefd: 

Date of registration: 
Datum van registrasie 

SALUTAS  PHARMA. ElARLEBEN  GERMANY 

DIVPHARM  MANUFACTURING  AND  PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUS'TF:tA  RSA 

PHARMA-Q, INDUS?R.IA RSA 
SALUTAS PHARMA, 1:ARLEBEN GERMANY 
ANALYTICON, ICEIMP I'ON PARK  RSA 
CONSULTING  CHEMICAL  LAB,  STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , 7V13STMEAD RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



42 No. 25199 GOVERNMENT GAZETI-E, 18 JULY 2003 

Registration numbedliegistrasienommer: 36/20.:!.:’/0262 

Name of medicinemaam van medisyne: FLUZOL 1 :; 0 

Dosage fol-m/Doseringsvorm: CAPSULES/KAPSUI,ES 

Active ingredientslAIstiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE  BEVAT : 
FLUCONAZOLE 150,O mg 

Conditions of registrationnToorwaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6,  7 

Applicant/Appliltant: HEX&  PX4RMA (SA) (PTY) LTD 

ManufacturerNervaardiger: SALUTAS PMARMA E LAlUEBEN  GERMANY 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleefd: 

Date of regist ra t’ ion: 
Datum van registrasie 

DIVPHARM MANUFACTURING  AND  PACKAGING, 
LONGDALE  RSA 
PHARMA-Q, INDUS‘TRIA RSA 

SALUTAS PHARMA.  EARLEBEN GERMANY 

ANALYTICON, I<Er\/iP’TON P A M  RSA 
CONSULTING CI-IEhlTCAL LAB,  STAR STREET 
BOKSBURG RSA 
HEXAL  PHARMA 1VI’:STMEAD  RSA 

PHARhlA-Q, INDUS’TRTA RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 
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- 

Registration number/Registrasienommer: 36/20.2.2/0263 

Name of medicinehlaam van medisyne:  FLUZOL 200 

Dosage form/Doseringsvom: CAPSULES/KAPSUI E S  

Active ingredientdktiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT: 
FLUCONAZOLE 200,O mg 

Conditions of registratiordvoorwaardes vir registrasie: 

1 ,2?3?  4 , 5 9 6 7  

ApplicantIApplikant: HEXAL  PHARMA (SA) (PTY) LTD 

Manufachuer/Vervaardiger: SALUTAS PHARMA, E ARLEBEN GERMANY 

PackerNerpakker: 

LaboratoryLaboratorium: 

5 

Shelf-life/Rakleefd: 

Date of registration: 
Datum van registrasie 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUS'rI-:.IA RSA 

SALUTAS PHARMA. EARLEBEN GERMANY 
PHARMA-Q, INDUS'TF3A RSA 
ANALYTICON,  KEWPTON PARK RSA 
CONSULTING  CHEMICAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA  ,IVI:STMEAD RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 

1 



44 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienommer: 36/20.:!.2/0264 

Name of medicine/Naam  van  medisyne:  HEXAL-FLU  CONAZOLE 50 

Dosage form/Doseringsvorm: CAPSULES/KAPSUI,ES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE EEVAT : 
FLUCONAZOLE 50,O mg 

Conditions of registration/voorwaardes vir registrasj e: 

ApplicantlApplikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

SALUTAS  PHARMA, IiARLEBEN GERMANY 

DIVPHARM MANUFACTURING AND  PACKAGING, 
LONGDALE RSA 
PHARMA-Q,  INDUS’rF.IA  RSA 

SALUTAS  PHARMA. E:ARLEBEN GERMANY 

ANALYTICON, KErUlPTON PARK RSA 
CONSULTING CHEhlICAL LAB, STAR STREET 
BOKSBURG  RSA 
HEXAL PHARMA IWSTMEAD RSA 

PHARMA-Q,  INDUS’TRIA RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 
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Registration numberRegistrasienommer: 36/20.2.Y0265 

Name of medicine/Naam van medisyne: HEXAL-FLUCONAZOLE 150 

Dosage fodDoseringsvorm: CAPSULES/KAPSUI I S  

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE EEVAT: 
FLUCONAZOLE 150,O mg 

Conditions of registratiofloonvaardes vir registrasie: 

1 ,2 ,3 ,4 ,5¶6 ,7  

ApplicadApplikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY 

PackeriVerpakker: 

Laboratory/Laboratorium: 

Shelf-lifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

DIVPHARM MANUF,9CTURTNG  AND  PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUSl’RIA RSA 

SALUTAS PHARMA, BARLEBEN GERMANY 

ANALYTICON, KEMP‘I’ON PARK  RSA 
CONSULTING CHEbil(3AL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , WESTMEAD RSA 

P H A W - Q ,  INDUSl ’R IA RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



46 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/20.2.;'./0266 

Name of medicineNaam van medisyne:  HEXAL-FL.U CONAZOLE 200 

Dosage form/Doseringsvorm: CAPSULESKAPSULES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE EEVAT : 
FLUCONAZOLE 200,O mg 

Conditions of registratiofloorwaardes vir  registrasj e: 

1 9 2 7  37 47 5,677 

ApplicantlApplikant: HEXAL  PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: SALUTAS PHAFWA, El ARLEBEN GERMANY 

PackerlVerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

DNPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUS'FEZA RSA 

SALUTAS  PHARMA.  RARLEBEN GERMANY 

ANALYTICON, KEWPTON PARK RSA 
CONSULTING  CHEMICAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA, WESTMEAD RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNE 2003 

PHARMA-Q, INDUS'TRIA RSA 



STAATSKOERANT, 18 JULIE 2003 No. 25199 47 

Registration number/Registrasienommer: 36/7.1/0.'02 

Name of medicinemaam van medisyne: FELODIPIPE-IHEXAL 5 

Dosage form/Doseringsvonn: TABLET 

Active iagredients/Aktiewe bestanddele: 
EACH TABLET  CONTArNS/ELKE  TABLET BEVAT : 
FELODIPWE 5,0 mg 

Conditions of registratiordvoonvaardes vir registrasie: 

1,2,3,4,  5 ,6 ,7  

Applicant/Applikant: HEX&  PHARMA (SA) (PTY) LTD 

ManufacturedVervaardiger: HEXAL AG, HOLZKJR CHEN GERMANY 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Raltleeftyd: 

Date of registration: 
Datum van registrasie 

'i 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE  RSA 
PHAMA-Q, INDUS'W.IA RSA 

HEXAL  AG,  HOLZKl R2HEN GEKMANY 
PHARMA-Q, INDUS'TIT3A RSA 
ANALYTICON, KEkIPTON PARK RSA 
CONSULTING CI-TEI\II*ZAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL  PHARMA , lVI<STMEAD RSA 

24 monthshnaande 

6 JUNE 2003 
6 JUNIE 2003 



48 No. 25199 GOVERNMENT  GAZETTE, 78 JULY 2003 

- 

Registration numberRegistrasienommer: 36/2 1 . :: 2/03 3 0 

Name of  medicinemaam van medisyne:  FEMOSTON-CONTI 

Dosage fodDoseringsvorm: TABLET 

Active ingredientslAktiewe bestanddele: 
EACH  TABLET CONTAINSELKE TABLET BEVAT : 
DYDROGESTERONE 5,O mg 
ESTRADIOL 130 mg 

Conditions of registrationNoonvades vir registrasje: 

Applicant'Applikant: SOLVAY  PHARMA  (PTY) Ll'D 

ManufacturerNervadiger: SOLVAY  PHARM BV, OLST,  NETHERLANDS 

PackerNerpakker: SOLVAY  PHARM BV, OLST, NETHERLANDS 

LaboratoryLaboratoriunl: SOLVAY PHARM BIT. OLST, NET: ZPLANDS 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA  RSA 
SCHERING, MIDRANI 1 RSA 

Shelf-life/Raldeefd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum  van registrasie 6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 49 

- 

Registration numberRegistrasienommer: 36/18.?/0335 

Name of medicinemaam van medisyne: TRACTOC [L E SOLUTION FOR INJECTION 

Dosage fodDoseringsvorm: INJECTION/INSPUITlNG 

Active ingredients/Aktiewe bestanddele: 
EACH 1 ,O ml SOLUTION CONTAINSELKE 1 ,O 1311 OPLOSSING  BEVAT: 
ATOSlBAN 735 mg 

Conditions of registrationlvoonvaardes vir registrasj  e: 

1 ,2 ,3 ,4 ,5 ,6,7 

Applicant/Applikant: FERRING (PTY) LTD 

Manufacturer/Vervaardiger: FERRING AB, MALM0 SWEDEN 

Packer/Verpakker: FEFWNG AB, MALA40 SWEDEN 

Laboratorykaboratorium: F E W G  AB, MALM0 SWEDEN 
CONSULTING CHEMlCAL LAB, STAR STREET 
BOKSBURG RSA 
M-SCAN  LTD, BERKSIIIRE, UK 
SANGTEC-INTERCAB, BROMMA SWEDEN 
FERRING, KEMPTON PARK RSA 

Shelf-1ifeRakleeftyd: 24 monthshaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNE 2003 

.i 



50 No. 25199 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/18.?/03 36 

Name of medicine/Naam van medisyne:  TRACTOCIL E CONCENTRATE FOR 
SOLUTION FOR INFUSION 

Dosage form/DoseI-ingsvorm:  INFUSION (PAFENI'E RAL)/ 
INFUSE (PARENTEIItlAL) 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 ml  SOLUTION  CONTAINS/ELI(E 1,0 1111 OPLOSSING  BEVAT : 
ATOSIBAN 735 mg 

Conditions of registratiofloonvaardes vir registrasje:. 

Applicant/Applikant: FERRING  (PTY) LTD 

ManufachxerNervaardiger: FERRING AB, MALMG SWEDEN 

PackerNerpakker: FERRING AB, MALM 0 SWEDEN 

Laboratory/Laboratorium: FERRING AB, MALM 0 SWEDEN 
CONSULTING CHEMICAL LAB, STAR STREET 
BOKSBURG RSA 
M-SCAN  LTD,  BERI(S1 IIRE, UK 
SANGTEC-INTERLAB,  BROMMA SWEDEN 
FEIUUNG,  KEMPTON I'ARK RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 51 

Registration numberRegistrasienommer: 36/22.1.4/0362 

Name of medicinemaam van medisyne: VITA FORCI1 A 1000 000 IU 

Dosage form/Doseringsvorm: CAPSULES/KAPSLJI ,ES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE BEVAT: 
VITAMIN A PALMITATE 100 000 IU 

Conditions of registrationNoonvaardes vir registrasie: 

ApplicantIApplikant: PHARMA NATURA (PTY) I ,I'D 

ManufacturerNervaardiger: PHARMA NATURA, S 4NDTON RSA 

PaclterNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

* Date of registration: 
Datum van registrasie 

PHARMA NATURA, S 4NDTON RSA 

PHARMA  NATURA.  SANDTON RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



52 No. 25199 

~ 

GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/22.1.4/0363 

Name of medicine/Naam van medisyne: VITA FORCI: A 200 000 IU 

Dosage fodDoseringsvorrn: CAPSULESKAPSULES 

Active ingredientdAktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE EEVAT : 
VITAMIN A PALMITATE 200 000 iu 

Conditions of registrationNoorwaardes vir registrasje: 

Applicant/Appliant: PHARMA NATURA (PTY) 1 ,TD 

ManufacturerNervaardiger: PHARMA NATURA, S.4NDTON RSA 

PackerNerpakker: PHARMA NATURA, S.4NDTON RSA 

LaboratoryLaboratorium: PHARMA NATURA, SANDTON RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 53 

- 

Registration nurnber/Registrasienommer: 36/7. I 3 0 5  15 

Name of medicinemaam van medisyne:  LEVITRA 5 

Dosage fodDoseringsvorn1: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINS/ELKE TABLET BEVAT : 
VARDENAFIL 530 mg 

Conditions of registratiofloonvaardes vir registrasje: 

1 ,2 ,3 ,4 ,5 ,6 ,7  

Applicant/Applikant: BAYER (PTY) LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoqdLaboratorium: 

Shelf-1ifeRaldeefd: 

BAYER AG, LEVERKIJSEN GERMANY 

BAYER AG, LEVERKI JSEN GERMANY 
GLAXOSMITHKLINE SA, HALFWAY HOUSE, 
MIDRAND RSA 
PHARMACEUTICAL, CONTRACTORS, ISANDO RSA 
DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE  RSA 

BAYER AG, LEVERKLISEN GERMANY 
GLAXOSMITHKLINE SA, HALFWAY HOUSE, 
MIDRAND RSA 
RESEARCH INSTITI. \?'E FOR IND. PHARMACY, 
POTCHEFSTROOM ?<SA 
SOUTH  AFRICAN BlJltEAU OF STANDARDS, 
PRETORIA RSA 
BAYER, ISANDO RSA 

24 monthdmaande 

6 JUNE 2003 
6 .JUNIE 2003 

Date of registration: 
Datum van registrasie 

- 



54 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/7.1.5/05 16 

Name of medicinehlaam van medisyne: LEVITRA 1 0 

Dosage fodDoseringsvorm: TABLET 

Active ingredientdutiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
VARDENAFIL 10,O mg 

Conditions of  registrationNoonvaardes vir registrasj e: 

ApplicantlApplikant: BAYER (PTY) LTD 

ManufacturerNervaardiger: BAYER  AG, LEVER1C.U SEN GERMANY 

PackedVerpakker: BAYER  AG,  LEVERK.USEN  GERMANY 
DIVPHARM MANUFACTURING AND  PACKAGING, 
LONGDALE RSA 

MIDRAND RSA 
PHARMACEUTICAL  CONTRACTORS, ISANDO RSA 

GLAXOSMIT-HISLINE: :;A, HALFWAY HOUSE, 

LaboratoryLaboratorium: BAYER  AG,  LEVERK IJ SEN GERMANY 
GLAXOSMITHKLINE SA, HALFWAY HOUSE, 
MIDRAND RSA 
RESEARCH INSTITUTE FOR  IND. PHARMACY, 
POTCHEFSTROOM FSA 
SOUTH AFRICAN BIJREAU OF STANDARDS, 
PRETORIA RSA 
BAYER, ISANDO RS;\ 

Shelf-1ifeRakleef : 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



STAATSKOERANT. 18 JULIE 2003 No. 25199 55 

Registration numberlRegistrasienommer: 36/7.1 .YO5 1 7 

Name of medicinemaam van medisyne:  LEVITRA :!O 

Dosage forfloseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET  BEVAT: 
VARDENAFIL 20,O mg 

Conditions of registratiodvoorwades vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6,7 

ApplicantIApplikant: BAYER (PTY)  LTD 

ManufacturerNervaardiger: BAYER AG,  LEVERKU SEN GERMANY 

PackerNerpakker: 

LaboratoryiLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

,BAYER AG, LEVERK USEN:: GERMANY 
DIVPHARM MANUF.4(_’TURING AND PACKAGING, 
LONGDALE RSA 

MIDRAND RSA 
PHARMACEUTICAL CONTRACTORS, ISANDO RSA 

GLAXOSMITHKLINEI SA, HALFWAY ‘HOUSE, 
. ,  . .  

BAYER AG, LEVERKUSEN. GERMANY 
GLAXOSMITHKLINII :;A, HALFWAY HOUSE, 
MIDRAND RSA 
RESEARCH INSTITUT.2 FORi-IND. PHARMACY, 
POTCHEFSTROOM RSA 
SOUTH AFRICAN BlJR EAU OF STANDARDS, 
PRETORIA RSA 
BAYER, ISANDO RS.< 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



56 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienomer: 37/2.2/0023 

Name of medicine/Naam van medisyne:  MIDANIUM 5 MG/5 ML 

Dosage fonn/Doseringsvorm: SOLUTION/OPLOSSTPIG 

Active ingredientduiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTAINSELKE 1,0 l u l  OPLOSSING BEVAT : 
MIDAZOLAM 1.0 mg 

Conditions of registrationNoorwaardes vir registrasie: 

1,2,3,4, 5a, 6 ,7  

ApplicantlApplikant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer/Vervaardiger: 

PackerNerpakker: 

LaboratorylLaboratoriurn: 

Shelf-life/Rakleefd: 

Date of registration: 
Datum van registrasie 

WARSAW  PHARMACEUTICAL WORKS, WARSAW, 
POLAND 

WARSAW PHARMP,CEUTICAL WORKS, WARSAW, 
POLAND 

WARSAW PHARMACEUTICAL WORKS, WARSAW, 
POLAND 
CIPLA-MEDPRO, R0:;ENPARK RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 57 

Registration number/Registrasienommer: 37/2.2/0024 

Name of medicinelNaam van medisyne: MIDANTUM I 5 MG/3 ML 

Dosage  fordDoseringsvorm: SOLUTION/OPLOSSlf\lG 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 ml  SOLUTION CONTAINSIELKE 1,O 1111 OPLOSSING  BEVAT: 
MIDAZOLAM 590 mg 

Conditions of registratiodVoomaardes vir registrasie: 

ApplicantlApplikant: CIPLA-MEDPRO (PTY) LTD 

ManufacturerlVervaardiger: WARSAW PHARh4AWUTICAL WORKS, WARSAW, 
POLAND 

Packer/Verpakker: 

Laboratory/Laboratorium: 

+ 

Shelf-life/Ralcleefd: 

Date of registration: 
Datum van registrasie 

WARSAW PHARMACT.XJTICAL WORKS, WARSAW, 
POLAND 

WARSAW  PHARMACEUTICAL WORKS, WARSAW, 
POLAND 
CTPLA-MEDPRO, ROS 1 lNPARK RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 

1 



58 No. 251 99 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienomer: 37/11.4.1/0027 

Name of medicine/Naam  van  medisyne:  ACIBAN 

Dosage form/Doseringsvonn: TABLET 

Active ingredientdAktiewe bestanddele: 

DRIED ALUMINIUM HYDROXIDE 250,O  mg 
MAGNESIUM  TRISILICATE 500,O ~ n g  

EACH TABLET CONTAINSELKE TABLET BEVAT: 

Conditions of registratiofloorwaardes vir registrasie: 

1,2,3,4,  5,6,7 

Applicant/Appliltant: BE-TABS PHARMACEUTIW LS (PTY) LTD 

ManufacturerNervaardiger: BE-TABS PHARMA(FUTICALS, ROODEPOORT RSA 

PackerNerpakker: BE-TABS  PHARMA(IEUTICALS, ROODEPOORT RSA 
DIVPHARM MANUFACTURING  AND PACKAGING, 
LONGDALE RSA 

LaboratoryLaboratorium: BE-TABS  PHARMACEUTICALS, ROODEPOORT RSA 

Shelf-life/Rakleeflyd: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 59 

- 

Registration numberRegistrasienommer: 37/26/00 28 

Name of medicine/Naam van medisyne:  DOXORUEI(XN-HEXAL 10 MG/ 5 ML 

Dosage formLDoseringsvorm:  INFUSION (PARENI’E RAL)/ 
INFUSIE (PARENTERIlAL) 

Active ingredients/Alstiewe  bestanddele: 
EACH 5,O ml SOLUTION CONTAINSELKE 5,O 1111 OPLOSSING  BEVAT: 
DOXORUBICIN  HYDROCHLORIDE 10,o a g -  

Conditions of registratiodVoonvades vir registrasj e: 

1,2, 3 ,4 ,5 ,6 ,7  

Applicant/Applikant: HEXAL  PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: EBEWE  ARZNEIMITTEL,  UNTERLACH AUSTRIA 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

EBEWE  ARZNEIMITTEL,  UNTERLACH AUSTRIA 
DIVPHARM MANUF,L\CTUR.ING AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUSI’R IA RSA 

EBEWE  ARZNEIMITTFL,  UNTERLACH AUSTRIA 

ANALYTICON, KEMPI’ON PARK RSA 
CONSULTING CHETV!I(XL  LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , WESTMEAD RSA 

PHARMA-Q, INDUSI’RIA RSA 

24 months/maande 

6 JUNE 2003 
6  JUNIE 2003 



60 No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 37/26/0029 

Name of medicinehlaam van  medisyne: DOXORUEICIN-HEXAL 50 MG/ 25 ML 

Dosage form/Doseringsvorm:  INFUSION (PARENTERAL)/ 
INFUSE (PARENTEJIAAL) 

, L 

Active ingredientdktiewe bestanddele: 
EACH 25,O ml SOLUTION CONTAINSELKE 25,O In1 OPLOSSING BEVAT : 
DOXORUBICIN  HYDROCHLORIDE 50,O mg 

Conditions of registrationNoonvaardes vir registrasie: 

1,2,3,4,5,6,7 

ApplicadApplikant: HEXAL PWARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

EBEWE ARZNEIMITTEL,  UNTERLACH  AUSTRIA 

EBEWE ARZNEIMITTEL,  UNTERLACH  AUSTRIA 
DIVPHARM  MANUFACTUFUNG  AND PACKAGING, 
LONGDALE  RSA 
PHARMA-Q, INDUS'TRIA RSA 

EBEWE ARZNEIMITT?IL, UNTERLACH  AUSTRIA 

ANALYTICON, KEMPTON PARK  RSA 
CONSULTING  CHEMICAL LAB, STAR STREET 
BOKSBURG  RSA 
HEXAL  PHARMA , IWSTMEAD RSA 

PHARMA-Q, INDUS'rRIA RSA 

24 monthdmaande 

6 JUNE 2003 
6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 61 

- 

Registration numberRegistrasienommer: 37/26/00 3 0 

Name of medicineNaarn van medisyne:  HX-DOXOR1.JBlCIN 10 MG/ 5ML 

Dosage form/Doseringsvorm: INFUSION (PARENI’E RAL)/ 
INFUSE (PARENTERAAL) 

Active ingredients/Aktiewe bestanddele: 
EACH 5,0 ml  SOLUTION CONTAINSELKE 5?0 1111 OPLOSSING BEVAT : 
DOXORUBICIN  HYDROCHLORIDE 10,o ing 

Conditions of registratiofloorwaardes vir registrasie: 

1,2, 3,4, 5, 6, 7 

Applicant/Applikant: HEXAL  PHARMA (SA) (PTY) LTD 

ManufacturerlVervaardiger: EBEWE ARZNEIMITTE:L,  UNTERLACH AUSTRIA 

Paclter/Verpakker: 

LaboratoryLaboratorium: 

Shelf-life/Raldeeftyd: 

Date of registration: 
Datum van registrasie 

EBEWE  ARZNEIMIT‘TI ;L, UNTERLACH  AUSTRIA 
DIVPHARM  MANUF..1(_’TURING  AND  PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUSI’R I A  RSA 

EBEWE  ARZNEIMITTEL, LNTERLACH AUSTRIA 
PHARMA-Q, INDUSI’R [A RSA 
ANALYTICON, KEMP’TON, PARK RSA 
CONSULTING CHEiVtlCAL LAB, STAR STWET 
BOKSBURG RSA 
HEXAL PHARMA , VTSTMEAD RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 



62 No. 25199 

~~ ~~~ 

GOVERNMENT GAZElTE, 18 JULY 2003 

Registration nurnbsrRegistrasienommer: 3 7/26/00 3 1 

Name of medicine/Na.an van medisyne: HX-DOXORI JBICIN 50 MG/ 25 ML 

Dosage formlDoseringsvop: INFUSION (PARENTERAL)/ 
€NFUSIE(PARENTEI?A  AL) 

. .  

Active ingredientdAktiewe bestanddele: 
EACH 25,O ml SOLUTION CONTANS/ELKE 25,O l u l  OPLOSSING BEVAT : 
DOXORUBICIN HYDROCHLORIDE 50.0 mg 

Conditions of registratiofloorwaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6,7 

ApplicantlApplikant: HE= PHARMA  (SA) (PT'U') LTD 

ManufacturedVervaardiger: EBEWE  ARZNEIMITI'I.TL,  UNTERLACH AUSTRIA 

PackerNerpaklser: EBEWE ARZNEIMITI'EL, UNTERLACH AUSTRJA 
DIVPHARM  MANUFACTURING  AND PACKAGING, 
LONGDALE  RSA 
PHARMA-Q,  INDUSTRIA RSA 

Laboratory/Labmtorium: . . EBEWE ARZNEIMITEL, UNTERLACH AUSTRIA 
. .  

PHARMA-Q, INDUSII'RIA RSA 
ANALYTICON, KEMPYON PARK  RSA 
CONSULTING CHEMil(1AL  LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHAFWA , W E  STMEAD RSA 

Shelf-1ifeRakleef: 24 months/maande 

Date of registration: 6 JUNE 2003 
Datum van registxasie 6 JUNIE 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25199 63 

Registration numberRegistrasienomer: 37/20.:!.2/0032 

Name of medicinehlaam van medisyne: HEXAL-FL-U  CONAZOLE 2MG/ 1ML 

Dosage form/Doseringsvorm: SOLUTION/OPLOSSING 

Active ingredientdAktiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTADWELIE 1.0 1111 OPLOSSING  BEVAT: 
FLUCONAZOLE 2,o mg 

Conditions of  registratiodvoorwaardes vir  registrasj e: 

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: SOLUPHARM, MELSUWGEN, GERMANY 

PackerNerpakker: SOLUPHARM, MELSUNGEN, GERMANY 
DIVPHARM MANUF.4(1TURING AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUSI'R IA RSA 

LaboratoryLaboratorium: SOLUPHARM,  MELSUNGEN, GERMANY 
PHARMA-Q, INDUS'I'R IA RSA 
ANALYTICON, KEMPTON PARK RSA 
CONSULTING  CHEMICAL  LAB, STAR STREET 
BOKSBURG RSA 
HEXAL  PHARMA , WE.STMEAD RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 6 JUNE 2003 
Datum van registrasie 6 JUNIE 2003 



64 . .  No. 25199 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberA3egistrasienommer: 37/20.:!.2/0033 

Name of medicine/Naam van medisyne: FLUZOL 2 MG/ 1ML 

Dosage form/Doseringsvorm: SOLUTION/OPLOSS PIG 

Active ingredientdAktiewe bestanddele: 
EACH 1,O ml  SOLUTION CONTAINSELKE 1 ,O 1111 OPLOSSING BEVAT : 
FLUCONAZOLE 2,o mg 

Conditions  of  registrationNoorwaardes vir registrasi e: 

ApplicadApplikant: HEXAL PHARMA (SA) (PTY) LTD 

ManufacturerNervaardiger: SOLUPHARM, MELSUNGEN, GERMANY 

PackerNerpakker: SOLUPHARM, MELX'NGEN, GERMANY 
DIVPHARM MANUP'ACTURTNG AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUS'TF'IA RSA 

Laboratory/Laboratorium:  SOLUPHARM, MELSUNGEN,  GERMANY 
PHARMA-Q, INDUS'rEIA RSA 
ANALYTICON, KEMP'TON PARK RSA 
CONSULTING CHEhlIIeAL  LAB, STAR STREET 
BOKSBURG RSA 
H E W  PHARMA , \V13STMEAD RSA 

Shelf-lifeweeftyd: 24 monthdmaande 

Date of registration: 6 .TUNE 2003 
Datum van registrasie 6 JUNIE 2003 



~~~ 

STAATSKOERANT, 18 JULIE 2003 No. 25199 65 

- 

Registration number/Registrasienommer: 3 7/3.2/0 1 29 

Name of medicine/Naarn van  medisyne:  ACTONEL  ONCE-A-WEEK 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdmiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
RISEDRONATE  SODIUM 35,O mg 

Conditions  of registrationNoonvaardeardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6 

Applicant/Applikant: AVENTIS  PHARMA (PTY) L7'D 

ManufacturerNervaardiger: OSG NORWICH  PHARMACEUTICALS, 
NORTH NORWICH NJ' USA 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-lifemakleeftyd: 

Date of registration: 
Datum  van registrasie 

AVENTIS PHARMA, SCOPPITO,  ITALY 
PROCTER & GAMBLE. WEITERSTADT, GERMANY 
AVENTIS  PHARMA,  WALTLOO  RSA 

OSG NORWICH  PHARMACEUTICALS, 
NORTH  NORWICH N Y  USA 
AVENTIS PHARMA, SCOPPITO,  ITALY 
PROCTER & GAMBLE. WEITERSTADT, GERMANY 
AVENTIS  PHARMA,  WALTLOO RSA 

24 months/maande 

6 JUNE 2003 
6 JUNIE 2003 




