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GENERAL NOTICE 

ALGEMENE KENNISGEWING 

  

NOTICE 1144 OF 2005 

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 No. 101 OF 1965) 

1. 

10. 

11. 

12. 

13. 

14. 

The applicant shall ensure that the medicine is manufactured and controlled in terms of current 

Good Manufacturing Practices as determined by Council. 

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. 

The information in the package insert shall be updated on a regular basis to conform to the 

package insert recently approved by Council. 

The applicant must comply with all the legal requirements of the Medicines and Related 

Substances Act, 1965 (Act No. 101 of 1965). 

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. 

The first two production batches must be fully 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. 

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

A post-registration inspection must be conducted in the first production batch of the locally 

manufactured product. 

A post-registration inspection must be conducted on the first production batch manufactured 

by each local manufacturer. 

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

product. 

Marketing of the product may only commence following a satisfactory post-registration 

inspection report. 

One sample of every batch, together with four copies of the protocol for testing of the bulk lot 

and filling lot, and six copies of the certificate of release issued by a competent authority in the 

country in which the product was manufactured, must be submitted to the Council for lot 

release purposes. 

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. 

The strains of the master seed viruses must be approved by the Department of Health for each 

year.
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KENNISGEWING 1144 VAN 2005 

MEDISYNEBEHEERRAAD 

VOORWAARDES VIR DIE REGISTRASIE VAN ’N MEDISYNE IN TERME VAN DIE BEPALINGS VAN 
ARTIKEL 15(7) VAN DIE WET OP BEHEER VAN MEDISYNE EN VERWANTE STOWWE, 1965 (WET 
No. 101 VAN 1965) 

ti 

10. 

11. 

12. 

13. 

14. 

Die applikant sal verseker dat die medisyne vervaardig en beheer word ooreenkomstig 

huidige Goeie Vervaardigingspraktyke soos bepaal deur die Medisynebeheerraad. 

Die vervaardiging van hierdie medisyne is onderhewig aan gereelde ondersoeke en inspeksies 

deur inspekteurs, aangestel ingevolge Artikel 26 van die Wet, om die nakoming van Goeie 

Vervaardigingspraktyke te bepaal. 

Die inligting soos vervat in die voubiljet moet op ’n gereelde grondsiag opgedateer word in 

ooreenstemming met ’n voubiljet wat onlangs deur die Raad goedgekeur is. 

Die applikant moet voldoen aan alle wetlike vereistes van die Wet op Medisyne en Verwante 

Stowwe, 1965 (Wet No. 101 van 1965). 

Die registrasie van hierdie medisyne is onderhewig aan gereelde hersiening rakende kwaliteit, 

veiligheid en effektiwiteit, en die registrasie van hierdie medisyne kan gewysig word 

onderhewig aan kwessies soos goedgedink deur die Raad. 

Die eerste twee produksielotte moet ten volle gevalideer word ooreenkomstig die breedvoerige 

prosesvalidasie protokol wat ingedien is ten tye van die aansoek om registrasie, en die 

validasieverslag moet binne die bestek van een maand na die voltooiing van die validasie 

ingedien word. 

Die registrasie-aansoek is onderhewig aan hersiening met tussenposes soos deur die Raad 

bepaal. 

’n Na-registrasie-inspeksie moet op die eerste produksielot van die plaaslike vervaardigde 

produk uitgevoer word. 

’n Na-registrasie-inspeksie moet op die eerste produksielot van elke plaaslike vervaardiger 

uitgevoer word. 

‘n Na-registrasie-inspeksie moet op die eerste produksielot van die ingevoerde produk 

uitgevoer word. 

Bemarking van die produk mag slegs in aanvang neem nadat ’n bevredigende na-registrasie- 
inspeksieverslag gedien het. 

Een monster van elke lot moet tesame met vier kopieé van die protokolle vir die toets van die 

massaiot en die vullot sowel as ses kopieé van die vrystellingsertifikaat wat uitgereik is deur 

die verantwoordelike beheerliggaam in die land waar die produk vervaardig word, ingedien 

word by die Raad vir lotvrystellingsdoeleindes. 

Die vervaidatum toegeken, sal gewysig word deur ’n verklaring by te voeg dat die virusstamme 

tans vir Suid-Afrikaanse gebruik gedurende die gespesifiseerde jaar aanbeveel word. 

Die stamme van die oorspronklike saadvirusse moet elke jaar deur die Departement van 

Gesondheid goedgekeur word.
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

01/21.1/11 

FLORVETOL 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
FLORFENICOL 300,0 meg 

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

SCHERING-PLOUGH (PT) UTD 

SCHERING-PLOUGH SANTEE, ANIMALE, SEGRE, 
FRANCE 

SCHERING-PLOUGH SANTE, ANIMALE, SEGRE, 
FRANCE 

SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

SCHERING-PLOUGH SANTI, ANIMALE, SEGRE, 
FRANCE 

SCHERING-PLOUGH. ISANDIO, GAUTENG, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

03/2.6/12 

FLUXAVET INJECTION 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 

FLUNIXIN MEGLUMINE EQUIVALENT TO 

FLUNIXIN 50,0 mz 

1,2, 3.4, 5, 6,7 

BAYER (PTY) LTD, ANIMAI. HEALTH DIVISION 

BOMAC LABORATORIES. MANUKAU CITY, 

AUCKLAND, NEW ZEALAND 

BOMAC LABORATORIES, MANUKAU CITY, 

AUCKLAND, NEW ZEALAND 
BAYER, ANIMAL HEALTH DIVISION, 
PIETERMARITZBURG, RSA 

BOMAC LABORATORIES, MANUKAU CITY, 
AUCKLAND, NEW ZEALAND 

BIOCHEMICAL & SCIENTIFIC CONSULTANTS, 

HILTON, KWA ZULU NATAL, RSA 

BAYER, ANIMAL HEALTH DIVISION, 

PIETERMARITZBURG, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

03/3.1/1 

ZUBRIN 30 MG 

TABLET 

EACH TABLET CONTAINS: 

TEPOXALIN 30,0 mg 

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

SCHERING-PLOUGH (PTY) ITD 

SCHERER DDS, BLAGROVE, SWINDON, UK 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH BRAY, WICKLOW, IRELAND 

SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

SCHERER DDS, BLAGROVE, SWINDON, UK 

SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

03/3.1/2 

ZUBRIN 50 MG 

TABLET 

EACH TABLET CONTAINS: 
TEPOXALIN 50,0 mg 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERER DDS, BLAGROVE, SWINDON, UK 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH BRAY, WICKLOW, IRELAND 
SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

24 months 

3 JUNE 2005 
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MRE 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

03/3.1/3 

ZUBRIN 100 MG 

TABLET 

EACH TABLET CONTAINS: 

TEPOXALIN 100,0 mg 

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

SCHERING-PLOUGH (P17 ¥) LTD 

SCHERER DDS, BLAGROVE, SWINDON, UK 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH BRAY, WICKLOW, IRELAND 
SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH, [SANDO, GAUTENG, RSA 

24 months 

3 JUNE 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

03/3.1/4 

ZUBRIN 200 MG 

TABLET 

EACH TABLET CONTAINS: 

TEPOXALIN 200,0 mg 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERER DDS, BLAGROVE, SWINDON, UK 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH BRAY, WICKLOW, IRELAND 
SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

SCHERER DDS, BLAGROVE, SWINDON, UK 
SCHERING-PLOUGH, ISANDO, GAUTENG, RSA 

24 months 

3 JUNE 2005 
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MRE 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

28/3.1/0669 

ROXOFLAM 500 MG 

TABLET 

EACH TABLET CONTAINS: 

NAPROXEN 500,0 mg 

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

GAREC (PTY) LTD 

PHARMACARE, SAD SELF MEDICATION, 

WILSONIA, EAST LONDON, RSA 

PHARMACARE, SAD SELF MEDICATION, 

WILSONIA, EAS? LONDON, RSA 

PHARMACARE, SAD SELF MEDICATION, 

WILSONIA, EAST LONDON, RSA 

GAREC, WOODMEAD, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

31/5.2/0332 

B-BLOCK 50 

TABLET 

EACH TABLET CONTAINS: 

ATENOLOL 50,0 mg 

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

BE-TABS PHARMACEUTICALS (PTY) LTD 

CADILA PHARMACEUTICALS, AHMEDABAD, 
INDIA 

CADILA PHARMACEUTICALS, AHMEDABAD, 

INDIA 

CADILA PHARMACEUTICALS, AHMEDABAD, 
INDIA 

BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA 

24 months 

11 FEBRUARY 2005 

 



STAATSKOERANT, 29 JULIE 2005 No. 27785 13 
  

MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

32/2.6.5/0326 

BUSPIRONE-HEXAL 

TABLET 

EACH TABLET CONTAINS: 
BUSPIRONE HYDROCHLORIDE 10,0 mg 

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

HEXAL PHARMA (S.A.) (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

CONSULTING CHEMICAL LABS, BENONI, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

32/30.1/0044 

INFANRIX 

SUSPENSION 

EACH 0,5 ml SUSPENSION CONTAINS: 
DIPHTHERIA TOXOID 30,0 iu 
PERTUSSIS TOXOID 25,0 ug 
PROTEINS 8,0 ug 
TETANUS TOXOID 40,0 iu 
FILAMENTOUS HAEMAGGLUTININ 25,0 ug 

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

GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD 

GLAXOSMITHKLINE BIOLOGICALS S.A., 
RIXENSART, BELGIUM 

CHIRON BEHRING, MARBURG, GERMANY 

GLAXOSMITHKLINE BIOLOGICALS S.A., 

RIXENSART, BELGIUM 

GLAXOSMITHKLINE BIOLOGICALS 
MANUFACTURING, WAVRE, BELGIUM 

SACHSISCHES SERUMWERKE, DRESDEN, 

GERMANY 

GLAXOSMITHKLINE SOUTH AFRICA, EPPING, 

CAPE TOWN, RSA 

GLAXOSMITHKLINE BIOLOGICALS S.A.., 

RIXENSART, BELGIUM 

GLAXOSMITHKLINE SOUTH AFRICA, 

EPPING, CAPE TOWN, RSA 

36 months 

12 NOVEMBER 2004
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MRE 15 (MBR 15) 
  

Registration number: 32/5.2/0670 

Name of medicine: B-BLOCK 100 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ATENOLOL 100,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD 

Manufacturer: CADILA PHARMACEUTICALS, AHMEDABAD, 

INDIA 

Packer: CADILA PHARMACEUTICALS, AHMEDABAD, 

INDIA 

Laboratory: CADILA PHARMACEUTICALS, AHMEDABAD, 

INDIA 
BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/16.4/0277 

CORSODYL DENTAL GEL 

GEL 

EACH 100,0 g GEL CONTAINS: 

CHLORHEXIDINE GLUCONATE 

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

GROUP LABORATORIES 8.A. (PTY) ETD 

SMITHKLINE BEECHAM LIQUIDES. 12 ROUVILLE 

SAINT-CLAIR, FRANCE 

SMITHKLINE BEECHAM LIQUIDES, HEROUVILLE 

SAINT-CLAIR, FRANCE 

GLAXO SMITHKLINE, EPPING, RSA 

SMITHKLINE BEECHAM LIQUIDES, HEROUVILLE 

SAINT-CLAIR, FRANCE 
GLAXO SMITHKLINE, EPPING, RSA 

36 months 

17 SEPTEMBFR 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/20.1.1/0050 

COMPU-CEPHRADINE 1000 

INJECTION 

EACH VIAL CONTAINS: 
CEPHRADINE 1000,0 mg 

i, 2,3, 4, 3,6, 7 

PHARMCARE LIMITED 

IBSA, LUGANO, SWITZERLAND 

IBSA, LUGANO, SWITZERLAND 

IBSA, LUGANO, SWITZERLAND 

INSTITUTE FOR PHARMACEUTICAL SERVICES, . 

BARDENE, BOKSBURG, RSA 

SEDEK AGRIKEM, KAMEELDRIFT, PRETORIA 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/20.1.2/0432 

FLEMOXIN SOLUTAB 125 

TABLET 

EACH TABLET CONTAINS: 

AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 

AMOXYCILLIN 125,0 mg 

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

PHARMAPLAN (PTY) L 1D 

YAMANOUCHI EUROPE B.V, MEPPEL, 

THE NETHERLANDS 

YAMANOUCHI EUROPE B.V, MEPPEL, 

THE NETHERLANDS 

YAMANOUCHI EUROPE B.V, MEPPEL, 
THE NETHERLANDS 
CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 
PHARMAPLAN, MIDRAND, RSA 

36 months 

18 MARCH 2005
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MRF 15 (MBR 15) 

  

Registration number: 33/20.1.2/0433 

Name of medicine: FLEMOXIN SOLUTAB 375 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 375,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: —— -* * PHARMAPLAN (PTY) LTD 

Manufacturer: YAMANOUCHI EUROPE B.V, MEPPEL, 

THE NETHERLANDS 

Packer: YAMANOUCHI EUROPE B:V, MEPPEL, 
THE NETHERLANDS 

Laboratory: YAMANOUCHI EUROPE B.V, MEPPEL, 

THE NETHERLANDS 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

PHARMAPLAN, MIDRAND, RSA 

Shelf-life: 36 months 

Date of registration: 18 MARCH 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/20.1.2/0434 

FLEMOXIN SOLUTAB 750 

TABLET 

EACH TABLET CONTAINS: 

AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 

AMOXYCILLIN 750,0 mg 

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

PHARMAPLAN (PTY) LTD 

YAMANOUCHI EUROPE B.V, MEPPEL, 
THE NETHERLANDS 

YAMANOUCHI EUROPE B.V, MEPPEL, 
THE NETHERLANDS 

YAMANOUCHI EUROPE B.V, MEPPEL, 
THE NETHERLANDS 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

PHARMAPLAN, MIDRAND, RSA 

36 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

. Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/21.2/0389 

GLAMARYL 3 

TABLET 

EACH TABLET CONTAINS: 
GLIMEPIRIDE 3,0 mg 

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

AVENTIS PHARMA (PTY) LTD 

HOECHST MARION ROUSSEL, FRANKFURT, 
GERMANY 
HOECHST MARION ROUSSEL, SCOPPITO, ITALY 

HOECHST MARION ROUSSEL, WALTLOO, 
PRETORIA 

HOECHST MARION ROUSSEL, FRANKFURT, 
GERMANY 
HOECHST MARION ROUSSEL, SCOPPITO, ITALY 
HOECHST MARION ROUSSEL, WALTLOO, 
PRETORIA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

33/5.8/0509 

BENYLIN FOUR FLU TABLETS 

TABLET 

EACH TABLET CONTAINS: 

PARACETAMOL 500,0 mg 

DIPHENHYDRAMINE HYDROCHLORIDE 12,5 mg 

PSEUDOEPHEDRINE HYDROCHLORID": 22,5 mg 

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

WARNER-LAMBERT SA (PTY) LTD 

GOEDECKE AG, FREIBURG, GERMAN ¥ 

GOEDECKE AG, FREIBURG, GERMAN 1 

GOEDECKE AG, FREIBURG, GERMAN ¥ 

WARNER-LAMBERT, RETREAT, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF.15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/10.2.1/0076 

_ VENTEZE EASYHALER FORTE 

INHALATION 

EACH DOSE CONTAINS: 
SALBUTAMOL SULPHATE :QUIVALENT TO 
SALBUTAMOL 200,0 ug 

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

PHARMACARE LIMITED 

ORION CORPORATION ORION PHARMA, ESPOO, 
FINLAND 

ORION CORPORATION ORION PHARMA, ESPOO, 
FINLAND 

ORION CORPORATION ORION PHARMA, ESPOO, 
FINLAND 
LENNON, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/30.4/0105 

EPAXAL BERNA 

INJECTION 

EACH 0,5 ml SOLUTION CONTAINS: 

HEPATITIS A VIRUS (strain rg-sb) ~00,0 units 

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

ALTANA MADAUS (PTY) LTD 

SWISS SERUM AND VACCINE INSTITUTE, 

THORISHAUS, SWITZERLAND 

SWISS SERUM AND VACCINE INST!VUTE, 

THORISHAUS, SWITZERLAND 

SWISS SERUM AND VACCINE INS? i UTE, 

THORISHAUS, SWITZERLAND 

ALTANA MADAUS, RANDJESPARK. MIDRAND 

18 months 

17 SEPTEMBER 2004
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MRF 15 (MBR 15) 

  

Registration number: 34/1.4/0165 

Name of medicine: MICRO NALOXONE INJECTION 0,4 MG/ML 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml AMPOULE CONTAINS: 
NALOXONE HYDROCHLORIDE 0,4 mg 

Conditions of registration: 1, 2, 3,4, 5, 6,7 

Applicant: MICRO HEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM RSA 

Packer: MICRO HEALTHCARE, BETHLEHEM. RSA 

Laboratory: MICRO HEALTHCARE, BETHLEHE?*. RSA 

Shelf-life: 24 months 

Date of registration: 17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/3.3/0177 

HEXAL-ALLOPURINOL 100 

TABLET 

EACH TABLET CONTAINS: 

ALLOPURINOL 100,0 mg 

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

HEXAL PHARMA §.A. (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

DIVPHARM PACKAGING & MANUFACTURING, 

LONGDALE, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/3.3/0178 

HEXAL-ALLOPURINOL 300 

TABLET 

EACH TABLET CONTAINS: 
ALLOPURINOL 300,0 mg 

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

HEXAL PHARMA S.A. (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

AVENTIS PHARMA, WALTLOO, PRETORIA 
DIVPHARM PACKAGING & MANUFACTURING, 
LONGDALE, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
AVENTIS PHARMA, WALTLOO, PRETORIA 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

12 NOVEMBER 2004 
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GOVERNMENT GAZETTE, 29 JULY 2005 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shel f-life: 

Date of registration: 

34/20.1.2/0224 

NOVOMENTIN 625 

TABLET 

EACH TABLET CONTAINS: 

AMOXYCILLIN TRIHYDRATE EQUI ALENT TO 

AMOXYCILLIN 500,0 mg 

POTASSIUM CLAVULANATE EQUIVALENT TO 

CLAVULANIC ACID 125,0 mg 

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

NOVO NORDISK (PTY) LTD 

BIOCHEMIE GmbH, KUNDL, AUSTR?’ 

BIOCHEMIE GmbH, KUNDL, AUSTR'* 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

NOVO NORDISK, MAIN STREET, JOHANNESBURG 

24 months 

17 SEPTEMBER 2004
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/20.1.2/0225 

NOVOMENTIN FORTE 

SUSPENSION 

EACH 5,0 ml SUSPENSION CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 250,0 mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULANIC ACID 62,5 mg 

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

NOVO NORDISK (PTY) LTD 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 
NOVO NORDISK, MAIN STREET, JOHANNESBURG 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/7.1.3/0233 

ACCUMAX CO 10/12,5 

TABLET 

EACH TABLET CONTAINS: 

QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 

QUINAPRIL 10,0 mg 

HYDROCHLOROTHIAZIDE = 12,5 mg 

1,2,3,4, 3, 6 f 

PFIZER LABORATORIES (PTY) LTD 

GOEDECKE GmbH, FREIBURG, GERMANY 

PFIZER PHARMACEUTICALS LTD, VEGA BAJA, 

PUERTO RICO 

GOEDECKE GmbH, FREIBURG, GERMANY 

GOEDECKE GmbH, FREIBURG, GERMANY 

WARNER LAMBERT, RETREAT, RSA 

PFIZER LABORATORIES, SANDTON, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/7.1.3/0234 

ACCUMAX CO 20/12,5 

TABLET 

EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 20,0 mg 
HYDROCHLOROTHIAZIDE 12,5 mg 

1,2.3,4,5,6,7 

_ PFIZER LABORATORIES (PTY) LTD 

GOEDECKE GmbH, FREIBURG, GERMANY 
PFIZER PHARMACEUTICALS LTD, VEGA BAJA, 
PUERTO RICO 

GOEDECKE GmbH, FREIBURG, GERMANY 

GOEDECKE GmbH, FREIBURG, GERMANY 
WARNER-LAMBERT, RETREAT, RSA 
PFIZER LABORATORIES, SANDTON, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 34/1.2/0266 

Name of medicine: WELLBUTRIN SR 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

BUPROPION HYDROCHLORIDE 150,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: GLAXOSMITHKLINE S.A. (PTY) LTD 

Manufacturer: GLAXO WELLCOME INC., ZEBULON, 

NORTH CAROLINA, USA 

Packer: GLAXOSMITHKLINE, HALFWAY HOUSE, MIDRAND 

Laboratory: GLAXO WELLCOME INC., ZEBULON, 

NORTH CAROLINA, USA 

GLAXOSMITHKLINE, HALFWAY HOUSE, MIDRAND 

Shel f-life: 24 months 

Date of registration: 12 NOVEMBER 2004 

  

27785—1
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

G05-062823—2 

34/24/0370 

EUROSOL-M 

SOLUTION 

EACH 100,0 ml SOLUTION CONTAINS: 
DEXTROSE MONOHYDRATE 5,0 g 
SODIUM CHLORIDE 234.0 mg 

POTASSIUM ACETATE 28.0 mg 
MAGNESIUM ACETATE "2.2 mg 

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

LEBASI PHARMACEUTICALS CC 

EUROMED LABORATORIES, CAVITE, PHILIPPINES 

EUROMED LABORATORIES, CAVIT®. PHILIPPINES 

EUROMED LABORATORIES, CAVITE". PHILIPPINES 

SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 

LEBASI PHARMACEUTICALS, POTCHFSTROOM, 
RSA 

48 months 

17 SEPTEMBER 2004 

27785—2
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/18.1/0372 

EUROMED MANNITOL 20 % 
INTRAVENOUS INJECTION 

SOLUTION 

EACH 100,0 ml SOLUTION CONTAINS: 

MANNITOL 20,0 g 

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

LEBASI PHARMACEUTICALS CC 

EUROMED LABORATORIES, CAVITE, PHILIPPINES 

EUROMED LABORATORIES, CAVITE, PHILIPPINES 

EUROMED LABORATORIES, CAVITE, PHILIPPINES 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 
LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 

RSA 

48 months 

12 NOVEMBER 2004
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/24/0373 

EUROSOL-R 

SOLUTION 

EACH 100,0 ml SOLUTION CONTAINS: 
DEXTROSE MONOHYDRATE 5.0 2 

MAGNESIUM ACETATE 32,20 mg 

POTASSIUM ACETATE 49.0 mg 

SODIUM ACETATE (ANHYDROUS) = 346.0 mg 

SODIUM CHLORIDE 573.0 mg 

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

LEBASI PHARMACEUTICALS (PTY) LTD 

EURO-MED LABORATORIES, CAVIT.’. PHILIPPINES 

EURO-MED LABORATORIES, CAV!ITD, PHILIPPINES 

EURO-MED LABORATORIES, CAVI1i. PHILIPPINES 
SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 

LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 
RSA 

48 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/34/0459 

PEG-INTRON 50 MICROGRAM 

INJECTION 

EACH VIAL CONTAINS: 

PEGINTERFERON ALFA-2b 50,0 ug 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, ISANDO, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 34/34/0460 

Name of medicine: PEG-INTRON 100 MICROGRAM 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 

PEGINTERFERON ALFA-2b 100,0 ug 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: SCHERING-PLOUGH (PTY) LTD 

Manufacturer: SCHERING-PLOUGH, INNISHANNON, IRELAND 

Packer: SCHERING-PLOUGH, INNISHANNON, IRELAND 
SCHERING-PLOUGH, ISANDO, RSA 

Laboratory: SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, ISANDO, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

34/34/0461 

PEG-INTRON 150 MICROGRAM 

INJECTION 

EACH VIAL CONTAINS: 
PEGINTERFERON ALFA-2b 150,0 ug 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH, INNISHANNON, IRELAND 

SCHERING-PLOUGH, ISANDO, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 34/34/0462 

Name of medicine: DILUENT FOR PEG-INTRON 

Dosage form: INJECTION 

Active ingredients: EACH AMPOULE CONTAINS: 
WATER FOR INJECTION 0,7 ml 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: SCHERING-PLOUGH (PTY) LTD 

Manufacturer: SCHERING-PLOUGH, 

HEIST-OP-DEN-BERG, BELGIUM 

Packer: SCHERING-PLOUGH, 

HEIST-OP-DEN-BERG,BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

Laboratory: SCHERING-PLOUGH, 

HEIST-OP-DEN-BERG,BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/20.1.1/0058 

FACTIVE 320 MG 

TABLET 

EACH TABLET CONTAINS: 
GEMIFLOXACIN MESYLATE EQUIVALENT TO 
GEMIFLOXACIN 320,0 mg 

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

PHARMACARE LIMITED 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

ASPEN PHARMACARE, WILSONIA, EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

ASPEN PHARMACARE, WILSONIA, EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 
PHARMACARE LTD, WOODMEAD, SANDTON,RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/8.1/0066 

REFACTO 250 LU. 

INJECTION 

EACH VIAL CONTAINS: 
MOROCTOCOG ALPHA 250,0 iu. 

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

WYETH SOUTH AFRICA (PTY) LTD 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

WYETH LABORATORIES, NEW LANE, HAVANT, 

ULK. 
PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

WYETH LABORATORIES, NEW LANE, HAVANT, 

U.K, 
PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 
WYETH S.A., VORNA VALLEY, MIDRAND, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/8.1/0067 

REFACTO 500 LU. 

INJECTION 

EACH VIAL CONTAINS: 

MOROCTOCOG ALPHA 500,0 i.u. 

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

WYETH SOUTH AFRICA (PTY) LTD 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 
WYETH LABORATORIES, NEW LANE, HAVANT, 
U.K. 
PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 
WYETH LABORATORIES, NEW LANE, HAVANT, 
ULK. 

PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 
WYETH S8.A., VORNA VALLEY, MIDRAND, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/8.1/0068 

REFACTO 1000 LU. 

INJECTION 

EACH VIAL CONTAINS: 
MOROCTOCOG ALPHA 1000,0 iu. 

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

WYETH SOUTH AFRICA (PTY) LTD 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 
WYETH LABORATORIES, NEW LANE, HAVANT, 

U.K. 
PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

WYETH LABORATORIES, NEW LANE, HAVANT, 

U.K. 
PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 

WYETH S.A., VORNA VALLEY, MIDRAND, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/34/0069 

SODIUM CHLORIDE DILUENT FOR REFACTO 
INJECTION 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 

SODIUM CHLORIDE 9,0 mg 

1, 2g hy Apt By dt 

WYETH SOUTH AFRICA (PTY) LTD 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

WYETH LABORATORIES, NEW LANE, HAVANT, 

U.K. 

PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 

PHARMACIA UPJOHN AB, STOCKHOLM, SWEDEN 

WYETH LABORATORIES, NEW LANE, HAVANT, 
U.K. 

PHARMA-Q, INDUSTRIA, JOHANNESBURG, RSA 
WYETH S.A., VORNA VALLEY, MIDRAND, RSA 

24 months 

11 FEBRUARY 2005 

 



MRF 15 (MBR 15) 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/5.8/0151 

FLUTEX FIZZY 

TABLET 

EACH TABLET CONTAINS: 
PARACETAMOL 500.0 mg 

CHLORPHENIRAMINE MALEATE 4,0 mg 
PSEUDOEPHEDRINE HYDROCHLORIDE — 50,0 mg 
VITAMIN C 330,0 mg 

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

PHARMACARE LIMITED 

COLUMBIA PHARMACEUTICALS. ? ARDENE, 

BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 

CONSULTING CHEMICAL LABORATORIES, STAR 

STREET, BOKSBURG, RSA 
SOUTH AFRICAN BUREAU OF STAWN DARDS, 
PRETORIA, RSA 

CONSULTING MICROBIOLOGICAL «.A320RATORY, 

BLUEGUM CREEK, BENONI, RSA 
PHARMACARE LTD. KORSTEN, PORT CLIZABETH 

24 months 

17 SEPTEMBER 2004
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/5.8/0152 

FLUTEX EFFERVESCENT 

TABLET 

EACH TABLET CONTAINS: 

PARACETAMOL 500,0 mg 

CHLORPHENIRAMINE MALEATE 4.0 mg 

PSEUDOEPHEDRINE HYDROCHLORIDE 50,0 mg 

VITAMIN C 330.0 mg 

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

PHARMACARE LIMITED 

COLUMBIA PHARMACEUTICALS, BARDENE. 
BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, ©) -2DENE, 

BOKSBURG, RSA 
CONSULTING CHEMICAL LABORS. 'ORIES. STAR 
STREET, BOKSBURG, RSA 

SOUTH AFRICAN BUREAU OF STAWDARDS, 
PRETORIA, RSA 

CONSULTING MICROBIOLOGICAL LABORATORY, 

BLUEGUM CREEK, BENONI, RSA 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

17 SEPTEMBER 2004
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MRF 15 (MBR 15) 
  

Registration number: 35/5.8/0153 

Name of medicine: HISTACON EFFERVESCENT 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PARACETAMOL 500,0 mg 
CHLORPHENIRAMINE MALEATE 4,0 mg 
PSEUDOEPHEDRINE HYDROCHLORIDE — 50,0 mg 
VITAMIN C 330,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: PHARMACARE LIMITED 

Manufacturer: COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

Packer: COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

Laboratory: COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
CONSULTING MICROBIOLOGICAL LABORATORY, 
BLUEGUM CREEK, BENONI, RSA 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/5.8/0154 

FLUDACTIL EFFERVESCENT 

TABLET 

EACH TABLET CONTAINS: 

PARACETAMOL 500,0 mg 

CHLORPHENIRAMINE MALEATE 4,0 mg 

PSEUDOEPHEDRINE HYDROCHLORIDE = 50,0 mg 

VITAMIN C 330,0 mg 

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

PHARMACARE LIMITED 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 

CONSULTING MICROBIOLOGICAL LABORATORY, 

BLUEGUM CREEK, BENONI, RSA 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

12 NOVEMBER 2004
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/13.4.1/0392 

ELOZART 

CREAM 

EACH 1,0 g CREAM CONTAINS: 

MICONAZOLE NITRATE 20,0 mg 
HYDROCORTISONE 10,0 mg 

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

LEBASI PHARMACEUTICALS CC 

VARICHEM PHARMACEUTICALS, HARARE, 

ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 

ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 

ZIMBABWE 

RESEARCH INSTITUTE SOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 

RSA 

24 months 

18 MARCH 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/20.1.2/0402 

NOVO-AMOXYCILLIN 250 MG 

CAPSULE 

EACH CASULE CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIV ALENT TO 

AMOXYCILLIN 250,09 mg 

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

NOVO NORDISK (PTY) LTD 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

NOVO NORDISK, MAIN STREET, JOHANNESBURG 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

NOVO NORDISK, MAIN STREET, JGit ANNESBURG 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/20.1.2/0403 

NOVO-AMOXYCILLIN 500 MG 

CAPSULE 

EACH CASULE CONTAINS: 

AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 

AMOXYCILLIN 500,0 reg 

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

NOVO NORDISK (PTY) LTD 

BIOCHEMIE GmbH, KUNDL, AUSTP IA 

BIOCHEMIE GmbH, KUNDL, AUSTRi¢ 

NOVO NORDISK, MAIN STREET, JOHANNESBURG 

BIOCHEMIE GmbH, KUNDL, AUSTRI“ 

NOVO NORDISK, MAIN STREET, JOLHANNESBURG 

24 months 

17 SEPTEMBER 2004 
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MBR 15 

  

Registration number: 

Name of medicin: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

35/18/0406 

URICON 

TABLET 

EACH TABLET CONTAINS: 
TROSPIUM CHLORIDE 20,0 mg 

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

ALTANA MADAUS (PTY) LTD 

MADAUS AG, COLOGNE, GERMANY 

MADAUS AG, COLOGNE, GERMANY 

MADAUS AG, COLOGNE, GERMANY 

ALTANA MADAUS, MIDRAND, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/30.1/0129 

DUKORAL 

SUSPENSION 

EACH DOSE CONTAINS: 

Vibrio cholerae 01 Inaba classic strain 

Vibrio cholerae 01 Inaba El Tor strain 

Vibrio cholerae 01 Ogawa classic strain, 

heat inactivated 

Vibrio cholerae 01 Ogawa classic strain, 

formalin inactivated 

Total 1,0 mg 
Recombinant cholera toxin b subunit 

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

AVENTIS PHARMA (PTY) LTD 

SBL VACCIN AB, SOLNA, SWEDEN 

SBL VACCIN AB, SOLNA, SWEDEN 

SBL VACCIN AB, SOLNA, SWEDEN 
AVENTIS PHARMA, WALTLOO, PRETORIA 
AVENTIS PHARMA, MIDRAND, RSA 

36 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/1.2/0158 

PARAX 20 

TABLET 

EACH TABLET CONTAINS: 
PAROXETINE HYDROCHLORIDE EQUIVALENT TO 
PAROXETINE 20,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 

DENMARK 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 

DENMARK 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

36 months 

3 JUNE 2005 

 



STAATSKOERANT, 29 JULIE 2005 No. 27785 57 
  

MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/1.2/0159 

PARAX 40 

TABLET 

EACH TABLET CONTAINS: 

PAROXETINE HYDROCHLORIDE EQUIVALENT TO 
PAROXETINE 40,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

36 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/1.2/0160 

HEXAL-PAROXETINE 20 

TABLET 

EACH TABLET CONTAINS: 
PAROXETINE HYDROCHLORIDE EQUIVALENT TO 
PAROXETINE 20,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 

DENMARK 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 

DENMARK 
DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 

DENMARK 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

36 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

_ Shelf-life: 

Date of registration: 

36/1.2/0161 

HEXAL-PAROXETINE 40 

TABLET 

EACH TABLET CONTAINS: 
PAROXETINE HYDROCHLORIDE EQUIVALENT TO 
PAROXETINE 40,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

36 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.1/0165 

AZIMAX 

CAPSULE 

EACH CAPSULE CONTAINS: 

AZITHROMYCIN DIHYDRATE EQUIVALENT TO 

AZITHROMYCIN 250,0 mg 

L, 2, 3, 4,3, 6,7 

BE-TABS PHARMACEUTICALS (PTY) LTD 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

HEXA LABS, MUMBAI, INDIA 

BEE PHARMA, MUMBAI, INDIA 

BE-TABS PHARMACEUTICALS, 

ROODEPOORT, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.8.2/0168 

MEDILEVO 

TABLET 

EACH TABLET CONTAINS: 

LEVONORGESTREL 0,75 mg 

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

MEDI-CHALLENGE (PTY) LTD 

LCO SANTE, OSNY, FRANCE 

LCO SANTE, OSNY, FRANCE 

LCO SANTE, OSNY, FRANCE 

RESEARCH INSTITUTE FOR INDUSTRIAL 

PHARMACY, POTCHEFSTROOM, RSA 

MEDI-CHALLENGE, RANDBURG, RSA 

24 months 

12 NOVEMBER 2004 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.2/0181 

CURAM 1000 

TABLET 

EACH TABLET CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 

AMOXYCILLIN 875,0 mg 

POTASSIUM CLAVULANATE EQUIVALENT TO 

CLAVULANIC ACID 125,0 mg 

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

SANDOZ TY) LIMITED 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 36/21.5.1/0192 

Name of medicine: BECEZE 50 CFC FREE 

Dosage form: INHALER 

Active ingredients: EACH METERED ACTUATION CONTAINS: 

BECLOMETHASONE DIPROPIONATE 50,0 ug 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: IVAX PHARMACEUTICALS SCUTH AFRICA (PTY) LTD 

Manufacturer: IVAX, WATERFORD, IRELAND 

Packer: IVAX, WATERFORD, IRELAND 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG 

Laboratory: IVAX, WATERFORD, IRELAND * 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

IVAX PHARMACEUTICALS. PARKTOWN NORTH, 
RSA 

Shelf-life: 24 months 

Date of registration: 8 APRIL 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0193 

BECEZE 100 CFC FREE 

INHALER 

EACH METERED ACTUATION CONTAINS: 

BECLOMETHASONE DIPROPIONATE 100,0 ug 

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

IVAX PHARMACEUTICALS SCUTH AFRICA (PTY) LTD 

IVAX, WATERFORD, IRELAND 

IVAX, WATERFORD, IRELA“D 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

IVAX, WATERFORD, IRELAND 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
IVAX PHARMACEUTICALS. PARKTOWN NORTH, 

RSA 

24 months 

8 APRIL 2005 

27785—2
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MRF 15 (MBR 15) 
  

Registration number: 36/21.5.1/0194 

Name of medicine: BECEZE 250 CFC FREE 

Dosage form: INHALER 

Active ingredients: EACH METERED ACTUATION CONTAINS: 
BECLOMETHASONE DIPROPIONATE 250,0 ug 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: IVAX PHARMACEUTICALS SCUTH AFRICA (PTY) LTD 

Manufacturer: IVAX, WATERFORD, IRELAND 

Packer: IVAX, WATERFORD, IRELAND 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

Laboratory: IVAX, WATERFORD, IRELAND 
CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

IVAX PHARMACEUTICALS. PARKTOWN NORTH, 

RSA 

Shelf-life: 24 months 

Date of registration: 8 APRIL 2005 

G05-062823—3 27785—3
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/13.1/0196 

VARICIDE ANTISEPTIC SOLUTION 

SOLUTION 

EACH 1,0 ml SOLUTION CONTAINS: 
POVIDONE-IODINE 100 mg 

i, 2, 3,4, 5, 6,7 

LEBASI PHARMACEUTICALS CC 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 
RESEARCH INSTITUTE FOR INDUSTRIAL 

PHARMACY, POTCHEFSTROOM, RSA 

INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 
RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.8/0197 

PREMELLE LD-0,3/1,5 

TABLET 

EACH TABLET CONTAINS: 
CONJUGATED OESTROGEN 0,3 mg 
MEDROXYPROGESTERONE ACETATE — 1,5 mg 

~1.2,3,4,5, 6,7 

WYETH SOUTH AFRICA (PTY) LTD 

WYETH-AYERST LABORATORIES. ROUSES 
POINTES, NEW YORK, USA 
WYETH PHARMACEUTICALS CO, GUAYAMA, 
PUERTO RICO 

VYETH MEDICA, KILDARE, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORIDA, GAUTENG, RSA 

WYETH MEDICA, KILDARE, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORIDA, GAUTENG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
CONSULRING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, GAUTENG,RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, GAUTENG, RSA 
WYETH SA, MIDRAND, RSA 

36 months 

3 JUNE 2005



68 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005 
  

MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.8/0198 

PREMELLE LD-0,45/1,5 

TABLET 

EACH TABLET CONTAINS: 
CONJUGATED OESTROGEN 0,45 mg 
MEDROXYPROGESTERONE ACETATE 1,5 mg 

1, 2.3, 4, 5, 6,7 

WYETH SQUTH AFRICA (PTY) LTD 

WYETH-AYERST LABORATORIES. ROUSES 
POINTES, NEW YORK. USA 
WYETH PHARMACEUTICALS CO, GUAYAMA, 
PUERTO RICO 

WYETH MEDICA, KILDARE, IRELAND 

TECHNIKON LABORATORIES, ROBERTVILLE, 

FLORIDA, GAUTENG, RSA 

WYETH MEDICA, KILDARE, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORIDA, GAUTENG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
CONSULRING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, GAUTENG,RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, GAUTENG, RSA 
WYETH SA, RSA 

36 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/8.4/0209 

HEMOHES 6 % 

INFUSION 

EACH 1 000,0 ml SOLUTION CONTAINS: 

HYDROXYETHYL STARCH 60,0 g 

SODIUM CHLORIDE 90g 

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

B. BRAUN MEDICAL (PTY) LTD 

B. BRAUN MEDICAL AG. CRISSIER, SWITZERLAND 

B. BRAUN MEDICAL AG. CRISSIER, SWITZERLAND 

B. BRAUN MEDICAL AG, CRISSIER, SWITZERLAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

B.BRAUN MEDICAL, HONEYDEW, RANDBURG,RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/8.4/0210 

HEMOHES 10 % 

INFUSION 

EACH 1 000,0 ml SOLUTION CONTAINS: 
HYDROXYETHYL STARCH 100,0 g 

SODIUM CHLORIDE 9,0 g 

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

B. BRAUN MEDICAL (PTY) LTD 

B. BRAUN MEDICAL AG, CRISSIER, SWITZERLAND 

B. BRAUN MEDICAL AG, CRISSIER, SWITZERLAND 

B. BRAUN MEDICAL AG, CRISSIER, SWITZERLAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

B.BRAUN MEDICAL, HONEYDEW, RANDBURG,RSA 

24 months 

3 JUNE 2005 
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Registration number: 36/7.1.3/0238 

Name of medicine: MAXARETIC 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
. FOSINOPRIL SODIUM 20,0 mg 

HYDROCHLOROTHIAZIDE 12,5 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD 

Manufacturer: BRISTOL-MYERS SQUIBB INDUSTRIAL,ANAGNI-FR 

ITALY 

Packer: BRISTOL-MYERS SQUIBB INDUSTRIAL,ANAGNI-FR 

ITALY 
MERCK PHARMACEUTICAL MANUFACTURER, 

WADEVILLE, GERMISTON, RSA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG, RSA 

Laboratory: BRISTOL-MYERS SQUIBB INDUSTRIAL,ANAGNI-FR 

ITALY 
CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

MERCK PHARMACEUTICAL MANUFACTURER, 

WADEVILLE, GERMISTON, RSA 

BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.2.2/0245 

VARI-CLOTRIMAZOLE 1 % M/M TOPICAL CREAM 

CREAM 

EACH 1,0 g CREAM CONTAINS: 

CLOTRIMAZOLE 10,0 mg 

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

LEBASI PHARMACEUTICALS CC 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 

VARICHEM PHARMACEUTICALS, HARARE, 
ZIMBABWE 

RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 
RSA 

24 months 

11 FEBRUARY 2005 
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Registration number: 36/21.5.1/0249 

Name of medicine: CIPLA BUDESONIDE 100 DP-CAPS 

Dosage form: POWDER 

Active ingredients: EACH CAPSULE CONTAINS: 
BUDESONIDE 100.0 ug 

Conditions of registration: 1,2, 3, 4,5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

Packer: CIPLA LTD, VIKHROLI. BOMBAY, INDIA 

Laboratory: CIPLA LTD, VIKHROLI, BOMBAY, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, RSA 

Shelf-life: 24 months 

Date of registration: 18 MARCH 2005
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.2/0290 

NORBROOK FLUCLOXACILLIN FOR INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

FLUCLOXACILLIN SODIUM EQUIVALENT TO 

FLUCLOXACILLIN 500,0 mg 

1, 2.3, 4,5, 6,7 

NORBROOK LABORATORIES S.A. (PTY) LTD 

NORBROOK LABORATORIES LTD, STATION 
WORKS, NEWRY, NORTHERN IRELAND / 

NORBROOK LABORATORIES LTD. STATION 
WORKS, NEWRY, NORTHERN IRELAND 

NORBROOK LABORATORIES LTD. STATION 
WORKS, NEWRY, NORTHERN IRELAND 

NORBROOK LABORATORIES, CENTURION, RSA 

24 months 

3 JUNE 2005 -
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.4.3/0304 

ADCO-RANITIDINE 150 

TABLET 

EACH TABLET CONTAINS: 

RANITIDINE HYDROCHLORIDE EQUIVALENT TO 

RANITIDINE 150,0 mg 

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

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE,CLAYVILLE, 

OLIFANTSFONTEIN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.4.3/0305 

ADCO-RANITIDINE 300 

TABLET 

EACH TABLET CONTAINS: 

RANITIDINE HYDROCHLORIDE EQUIVALENT TO 
RANITIDINE 300,0 mg 

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

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE,CLAYVILLE, 
OLIFANTSFONTEIN, RSA 

24 months 

23 JULY 2003 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.10/0307 

GONAL F 1200 IU MULTI-DOSE 

INJECTION 

EACH VIAL CONTAINS: 

FOLLITROPIN ALFA 1200,0 1U 

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

SERONO SOUTH AFRICA (PTY) LTD 

INDUSTRIA FARMACEUTICA SERONO, BARI, 

ITALY 

INDUSTRIA FARMACEUTICA SERONO, BARI, 

ITALY 
LABORATOIRES SERONO SA, COINSINS, 

SWITZERLAND 

INDUSTRIA FARMACEUTICA SERONO, BARI, 

ITALY 
RBM, COLLERETTO GIACOSA, ITALY 
SERONO SA, KINGFISHER, FOURWAYS, RSA 

24 months 

11 FEBRUARY 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.7/0308 

BAYER ASPIRIN FORTE 

TABLET 

EACH EFFERVESCENT TABLET CONTAINS: 

ACETYLSALICYLIC ACID 500.0 mg 

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

BAYER (PTY) LT 

QUIMICA FARMACEUTICA BAYER ° A.. 
BARCELONA, SPAIN 

BAYER BITTERFELD GmbH, GREPPIN. GERMANY 

QUIMICA FARMACEUTICA BAYER &.A., 

BARCELONA, SPAIN 

BAYER BITTERFELD GmbH, GREP?) /. GERMANY 

QUIMICA FARMACEUTICA BAYER 0... 
BARCELONA, SPAi"! 

BAYER BITTERF?..9 GiabH, GREP? | GERMANY 

SOUTH AFRICAN BUREAU OF STA ARDS, 
PRETORIA, RSA 

ROCHE PRODUCTS. ISANDO, RSA 

BAYER, ISANDO, RSA 

36 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 36/2.2/0328 

Name of medicine: ZOLNOXS 10 MG TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ZOLPIDEM TARTRATE 10,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: PHARMACARE LIMITED 

Manufacturer: MERCK FARMA y QUIMICA 8.A., BARCELONA, 
SPAIN 
LENNON, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 

Packer: MERCK FARMA y QUIMICA S.A., BARCELONA, 
SPAIN 
LENNON, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 

Laboratory: MERCK FARMA y QUIMICA S.A., BARCELONA, 
SPAIN 
LENNON, KORSTEN, PORT ELIZABETH 

SAD SELF MEDICATION, WILSONIA, EAST 

LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.9/0337 

DOLOTRAM 50 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
TRAMADOL HYDROCHLORIDE 50,0 mg 

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

MC PHARMA (PTY) LTD 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 
MC PHARMA, LYTTELTON MANOR, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 36/2.9/0338 

Name of medicine: DOLOTRAM 100 

Dosage form: INJECTION 

Active ingredients: EACH 2,0 ml SOLUTION CONTAINS: 

TRAMADOL HYDROCHLORIDE 100,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: MC PHARMA (PTY) LTD 

Manufacturer: M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

Packer: M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

Laboratory: M J PHARMACEUTICALS LTD, GUJARAT, INDIA 
MC PHARMA, LYTTELTON MANOR, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.8.1/0339 

SERVIER ESTRADIOL 

NASAL SPRAY 

EACH 0,07 ml SOLUTION CONTAINS: 

ESTRADIOL HEMIHYDRATE 150,0 ug 

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

SERVIER LABORATORIES SOUTH AFRICA (PTY) LTD 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 
TOURS, FRANCE 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 
TOURS, FRANCE 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 

TOURS, FRANCE 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 
FRANCE 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

SERVIER LABORATORIES S.A., RIVONIA, RSA 

36 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.8.1/0340 

AERODIOL 

NASAL SPRAY 

EACH 0,07 ml SOLUTION CONTAINS: 

ESTRADIOL HEMIHYDRATE 150,0 ug 

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

SERVIER LABORATORIES SCUTH AFRICA (PTY) LTD 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 
TOURS, FRANCE 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 
TOURS, FRANCE 

S.A. LABORATOIRE DELMAS, CHAMBRAY LES 
TOURS, FRANCE 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 
FRANCE 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
SERVIER LABORATORIES S8.A., RIVONIA, RSA 

36 months 

1] FEBRUARY 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/22.1.4/0361 

VITA FORCE A 50 000 IU 

CAPSULE 

EACH CAPSULE CONTAINS: 
VITAMIN A PALMITATE 50 000 IU EQUIVALENT TO 
RETINOL 15,0 mg 

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

PHARMA NATURA (PTY) LTD 

PHARMA NATURA, WYNBERG, SANDTON, RSA 

PHARMA NATURA, W YNBERG, SANDTON, RSA 

PHARMA NATURA, WYNBERG, SANDTON, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/8.2/0364 

ARIXTRA 

INJECTION 

EACH 0,5 ml SOLUTION CONTAINS: 

FONDAPARINUX SODIUM — 2,5 mg 

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

SANOFI-SYNTHELABO (PTY) LTD 

SANOFI WINTHROP INDUSTRIE, NOTRE DAME DE 
BONDEVILLE, FRANCE 

SANOFI WINTHROP INDUSTRIE, NOTRE DAME DE 

BONDEVILLE, FRANCE 

PHARMACEUTICAL CONTRACTORS, ISANDO, RSA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG 

SANOFI WINTHROP INDUSTRIE, NOTRE DAME DE 
BONDEVILLE, FRANCE 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 

SANOFI-SYNTHELABO WOODMEAD. RSA 

24 months 

23 JULY 2004
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.2/0365 

NORBROOK AMOXYCILLIN FOR INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
AMOXYCILLIN SODIUM EQUIVALENT TO 

AMOXYCILLIN 500,0 mg 

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

NORBROOK LABORATORIES S.A. (PTY) LTD 

NORBROOK LABORATORIES LTD, NEWRY, 

NORTHERN IRELAND 

NORBROOK LABORATORIES LTD, NEWRY, 

NORTHERN IRELAND 

NORBROOK LABORATORIES LTD, NUWRY, 
NORTHERN IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 

PHARMACY, POTCHEFSTROOM, RSA 
NORBROOK LABORATORIES, CENTURION, RSA 

24 months 

17 SEPTEMBER 2004
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.2/0366 

AUGMENTIN BD § 

POWDER 

EACH 5,0 ml SUSPENSION CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILIIN .....csccsvneoecensee 200,0 mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULANIC ACID ........ ee. 28.5 mg 

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

GLAXO SMITHKLINE (PTY) LTD 

SMITHKLINE BEECHAM PHARMACEUTICALS, 
WORTHING, WEST SUSSEX, UK 
SMITHKLINE BEECHAM PHARMACEUTICALS, 
IRVINE, AYRSHIRE, SCOTLAND 

SMITHKLINE BEECHAM PHARMACEUTICALS, 
WORTHING, WEST SUSSEX, UK 
GLAXO SMITHKLINE, EPPING, CAPE TOWN, RSA 

SMITHKLINE BEECHAM PHARMACEUTICALS, 

WORTHING, WEST SUSSEX, UK 

GLAXO SMITHKLINE, EPPING, CAPE TOWN, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.2/0367 

AUGMENTIN BD SF 

POWDER 

EACH 5,0 ml SUSPENSION CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AAO CILIA sisccaniceinicninidaens 400,0 mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULANIC ACID ............... 57,0 mg 

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

GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD 

SMITHKLINE BEECHAM PHARMACEUTICALS, 

WORTHING, WEST SUSSEX, UK 
SMITHKLINE BEECHAM PHARMACEUTICALS, 

IRVINE, AYRSHIRE, SCOTLAND 

SMITHKLINE BEECHAM PHARMACEUTICALS, 
WORTHING, WEST SUSSEX, UK 
GLAXO SMITHKLINE, EPPING, CAPE TOWN, RSA 

SMITHKLINE BEECHAM PHARMACEUTICALS, 
WORTHING, WEST SUSSEX, UK 
GLAXO SMITHKLINE, EPPING, CAPE TOWN, RSA 

24 months 

2 JULY 2004 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/5.7.1/0369 

ADCO-CETIRIZINE 5 MG/5 ML 

SYRUP 

EACH 1,0 ml SYRUP CONTAINS: 

CETIRIZINE DIHYDROCHLORIDE 1,0 mg 

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

ADCOCK INGRAM LIMITED 

DELTA LTD, REYKJAVIK, ICELAND 

DELTA LTD, REYKJAVIK, ICELAND 

DELTA LTD, REYKJAVIK, ICELAND 

ADCOCK INGRAM HEALTHCARE (WADEVILLE), 
GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE (CLAYVILLE), 
OLIFANTSFONTEIN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.8/0380 

IBUMOL FORTE 

TABLET 

EACH TABLET CONTAINS: 

IBUPROFEN 200,0 mg 

PARACETAMOL 350,0 mg 

CODEINE PHOSPHATE 10,0 mg 

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

PHARMACARE LIMITED 

LENNON LIMITED, KORSTEN, PORT ELIZABETH 

SAD SELF MEDICATION, WILSONIA,EAST LONDON 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

LENNON LIMITED, KORSTEN, PORT ELIZABETH 

SAD SELF MEDICATION, WILSONIA,EAST LONDON 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

LENNON LIMITED, KORSTEN, PORT ELIZABETH 

SAD SELF MEDICATION, WILSONIA,EAST LONDON 

COLUMBIA PHARMACEUTICALS, BARDENE, 

BOKSBURG, RSA 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

11 FEBRUARY 2005



STAATSKOERANT, 29 JULIE 2005 No. 27785 91 
  

MRF 15 (MBR 15) 

  

Registration number: 36/5.7.1/0388 

Name of medicine: ALLERMINE TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
Cetirizine Dihydrochloride ................. 10,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: XIXIA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

Packer: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

GENERICS (UK) LTD, HERTS, U.K. 

Laboratory: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM, RSA 
XIXIA PHARMACEUTICALS, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 2 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0390 

BECEZE 50 EASI BREATHE CFC FREE 

INHALER 

EACH METERED DOSE CONTAINS: 
BECLOMETHASONE DIPROPIONATE 50,0 ug 

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

(VAX PHARMACEUTICALS S.A. (PTY) LTD 

[VAX WATERFORD, IRELAND 

TVAX WATERFORD, IRELAND 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG | 

IVAX WATERFORD, IRELAND 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
IVAX PHARMACEUTICALS. PARKTOWN NORTH, 

RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 36/21.5.1/0391 

Name of medicine: BECEZE 100 EASI BREATHE CFC FREE 

Dosage form: INHALER 

Active ingredients: EACH METERED DOSE CONTAINS: 
BECLOMETHASONE DIPROPIONATE 100,0 ug 

Conditions of registration: 1, 2,3, 4, 5, 6, 7 

Applicant: IVAX PHARMACEUTICALS S.A. (PTY) LTD 

Manufacturer: IVAX WATERFORD, IRELAND 

Packer: [VAX WATERFORD, IRELAND 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

Laboratory: [VAX WATERFORD, IRELAND 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
[VAX PHARMACEUTICALS, PARKTOWN NORTH, 
RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0392 

BECEZE 250 EASI BREATHE CFC FREE 

INHALER 

EACH METERED DOSE CONTAINS: 
BECLOMETHASONE DIPROPIONATE 250,0 ug 

[VAX PHARMACEUTICALS S.A. (PTY) LTD 

[VAX WATERFORD, IRELAND 

[VAX WATERFORD, IRELAND 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

[VAX WATERFORD, IRELAND 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG, RSA 
IVAX PHARMACEUTICALS, PARKTOWN NORTH, 

RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.9/0397 

TRAMAHEXAL 100 MG/2 ML 

INJECTION 

EACH 2,0 ml AMPOULE CONTAINS: 
TRAMADOL HYDROCHLORIDE 100,0 mg 

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

HEXAL PHARMA (S.A.) (PTY) LTD 

WEIMAR PHARMA GmbH, RASTATT, GERMANY 

WEIMAR PHARMA GmbH, RASTATT, GERMANY 
DIVPHARM MANUFACTTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

WEIMAR PHARMA GmbH, RASTATT, GERMANY 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

36 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 36/11.3/0400 

Name of medicine: DIETENE SYRUP 

Dosage form: SYRUP 

Active ingredients: EACH 5,0 ml SYRUP CONTAINS: 

NORPSEUDOEPHEDRINE HYDROCHLORIDE 20,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Packer: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Laboratory: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005 

  

27785-—3
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.3/0401 

NOBESE SYRUP 

SYRUP 

EACH 5,0 ml SYRUP CONTAINS: 

NORPSEUDOEPHEDRINE HYDROCHLORIDE 20,0 mg 

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

ADCOCK INGRAM LIMITED 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

RSA 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

24 months 

11 FEBRUARY 2005 

  

G05-062823—4 27785—4
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/3.1/0405 

AUSTELL-DICLOFENAC SODIUM 25 MG/ML 

INJECTION 

EACH AMPOULE CONTAINS: 

DICLOFENAC SODIUM 75,0 mg 

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

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES, NAGAR HAVELI, INDIA 

IPCA LABORATORIES, NAGAR HAVEL], INDIA 

IPCA LABORATORIES, NAGAR HAVELI, INDIA 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 

AUSTELL LABORATORIES, SAXONWOLD, RSA 

36 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.8/0406 

AUSTELL-PARACETAMOL 

TABLET 

EACH TABLET CONTAINS: 
PARACETAMOL 500,0 mg 

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

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELIT, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA : 
AUSTELL LABORATORIES, SAXONWOLD, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0417 

NASONEX UNSCENTED 

NASAL SPRAY 

EACH METERED-DOSE ACTUATION DELIVERS: 
MOMETASONE FUROATE MONOHYDRATE 
EQUIVALENT TO MOMETASONE FUROATE _ 50,0 ug 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0418 

RINELON UNSCENTED 

NASAL SPRAY 

EACH METERED-DOSE ACTUATION DELIVERS: 

MOMETASONE FUROATE MONOHYDRATE 

EQUIVALENT TO MOMETASONE FUROATE 50,0 ug 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 

BELGIUM 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 

BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 

BELGIUM 
SCHERING-PLOUGH, ISANDO, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0419 

UNICLAR UNSCENTED 

NASAL SPRAY 

EACH METERED-DOSE ACTUATION DELIVERS: 

MOMETASONE FUROATE MONOHYDRATE 
EQUIVALENT TO MOMETASONE FUROATE 50,0 ug 

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

SCHERING-PLOUGH (PTY) LTD 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG, 
BELGIUM 

SCHERING-PLOUGH, ISANDO, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.4.3/0420 

NOZER 

CAPSULE 

EACH CAPSULE CONTAINS: 
OMEPRAZOLE ......... 20,0 mg 

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

BE-TABS PHARMACEUTICALS (PTY) LTD 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

BE-TABS PHARMACEUTICALS, ROODEPOORT, 

RSA 

24 months 

2 JULY 2004 

 



104 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005 
  

MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/26/0422 

FLUDARA ORAL 

TABLET 

EACH TABLET CONTAINS: 

FLUDARABINE PHOSPHATE 10,0 mg 

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

SCHERING (PTY) LTD 

SCHERING AG, BERLIN, GERMANY 

SCHERING AG, BERLIN, GERMANY 

SCHERING AG, BERLIN, GERMANY 
SCHERING, RANDJESPARK, MIDRAND, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

Registration number: 36/20.1.1/0424 

Name of medicine: THROSYN 150 MG TABLET 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

ROXITHROMYCIN 150,0 mg 

Conditions of registration: 1, 2, 3. 4, 5, 6, 7 

Applicant: PHARMACARE LIMITED 

Manufacturer: ECZACIBASI PHARMACEUTICALS. LULEBURGAZ, 

TURKEY 

Packer: ECZACIBASI PHARMACEUTICALS. LULEBURGAZ, 

TURKEY 
LENNON, KORSTEN, PORT ELIZABETH 

SAD SELF MEDICATION, WILSONIA, 

EAST LONDON 

Laboratory: ECZACIBASI PHARMACEUTICALS. LULEBURGAZ, 
TURKEY oO 
LENNON, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION. WILSONIA, 
EAST LONDON 
PHARMACARE LTD, WILSONIA, EAST LONDON 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.2/0426 

ZOPIGEN 

TABLET 

EACH TABLET CONTAINS: 

ZOPICLONE 7,5 mg 

td, pe 3, 6, 7 

NIXIA PHARMACEUTICALS (PTY) LTD 

GERARD LABORATORIES, JJUBLIN. IRELAND 

GERARD LABORATORIES, DUBLIN. IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM, RSA 
XIXIA PHARMACEUTICAL, MODDERFONTEIN, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.4.3/0430 

SANDOZ-OMEPRAZOLE 20 

CAPSULE 

EACH CAPSULE CONTAINS: 

OMEPRAZOLE 20,0 mg 

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

SANDOZ (PTY) LTD 

LICONSA 8.A.,AZUQUECA DE HENARES 
(GUADALAJARA), SPAIN 

LICONSA S.A., AZUQUECA DE HENARES 
(GUADALAJARA), SPAIN 
NOVARTIS, SPARTAN, KEMPTON PARK,RSA 

LICONSA S.A., AZUQUECA DE HENARES 
(GUADALAJARA), SPAIN 
NOVARTIS, SPARTAN, KEMPTON PARK,RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/3.1/0433 

NUROFEN GEL 

GEL 

EACH 1,0 g GEL CONTAINS: 

IBUPROFEN 50,0 mg 

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

BOOTS HEALTHCARE (S.A.) (PTY) LTD 

FARMASIERRA S.A., MADRID, SPAIN 

FARMASIERRA S.A., MADRID, SPAIN 

FARMASIERRA S.A., MADRID, SPAIN 
RECKITT BENCKISER PHARMACEUTICALS, 
MOBENI, RSA 
PHARMACEUTICAL CONTRACTORS, ISANDO,RSA 

36 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/11.4.3/0446 

LOKIT 

CAPSULE 

EACH CAPSULE CONTAINS: 
OMEPRAZOLE 20,0 mg 

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

BE-TABS PHARMACEUTICALS (PTY) LTD 

KOPRAN LIMITED, KHALAPUR, RAIGAD, INDIA 

KOPRAN LIMITED, KHALAPUR, RA'GAD, INDIA 

KOPRAN LIMITED, KHALAPUR, RA'GAD, INDIA 

BE-TABS PHARMACEUTICALS, ROODEPOORT, 

RSA 

24 months 

17 SEPTEMBER 2004 
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“MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Coriditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/2.2/0447 

Z-DORM HS 

TABLET 

EACH TABLET CONTAINS: 
ZOPICLONE 3.75 mg 

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

SANDOZ (PTY) LTD 

NOVARTIS SA, SPARTAN, IKEMPTON PARK, RSA 

NOVARTIS SA, SPARTAN, ILEMPTON PARK, RSA 

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 36/6.1/0457 

Name of medicine: CARDICOR 2,5 

i form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
BISOPROLOL FUMARATE 2.5 mg 

Conditions of registration: 1, 2,3, 4, 5, 6, 7 

Applicant: MERCK (PTY) LTD 

Manufacturer: MERCK KgaA, DARMSTAD™, GERI ANY 

Packer: MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, RSA 

Laboratory: MERCK KgaA, DARMSTAD™. GERMANY 
MERCK PHARMACEUTICALS MANUFACTURING, 

WADEVILLE, RSA 
MERCK, MIDRAND. RSA 

Shelf-life: 36 months 

Date of registration: 11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/6.1/0458 

CARDICOR 5 

TABLET 

EACH TABLET CONTAINS: 

BISOPROLOL FUMARATE 5.0 mg 

1, 2.3, 4, 5, 6,7 

MERCK (PTY) LTD © 

MERCK KgaA, DARMSTAD™, GERMANY 

MERCK PHARMACEUTICALS MANUFACTURING 
WADEVILLE, RSA 

2 

MERCK KgaA, DARMSTAD™. GERMANY 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, RSA 

MERCK, MIDRAND, RSA 

36 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 36/6.1/0459 

Name of medicine: CARDICOR 10 

ee fortn: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

BISOPROLOL FUMARATE 10.0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: MERCK (PTY) LTD 

Manufacturer: MERCK KgaA, DARMSTAD™. GERMANY 

Packer: MERCK PHARMACEUTICALS MANUFACTURING, 

WADEVILLE, RSA 

Laboratory: MERCK KgaA, DARMSTAD™, GERMANY 

MERCK PHARMACEUTICALS MANUFACTURING, 

WADEVILLE, RSA 
MERCK, MIDRAND, RSA 

Shelf-life: 36 months 

Date of registration: 11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/1.2/0469 

HEXAL-CITALOPRAM 20 

TABLET 

EACH TABLET CONTAINS: 
CITALOPRAM HYDROBROMIDE EQUIVALENT TO 
CITALOPRAM 20,0 mg 

i, 2,3, 4, 5, 6,7 

HEXAL PHARMA (SA) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

HEXAL AG, HOLZKIRCHEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

18 MARCH 2005 
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MRF +5 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/15.4/0476 

GLAUCARE 0,25 % 

OPHTHALMIC SOLUTION 

EACH 1,0 ml SOLUTION CONTAINS: 

TIMOLOL MALEATE EQUIVALENT TO 

TIMOLOL 2,5 mg 

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

PHARMACARE LTD 

FDC LTD, WALUJ, AURANGABAD. INDIA 

FDC LTD, WALUJ, AURANGABAD. INDIA 

FDC LTD, WALUJ, AURANGABAD. INDIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG. RSA 
SAD SELF MEDICATION. WILSONIA.EAST LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

3 JUNE 2005 
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‘MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/15.4/0477 

GLAUCARE 0,5 % 

OPHTHALMIC SOLUTION 

EACH 1,0 ml SOLUTION CONTAINS: 
TIMOLOL MALEATE EQUIVALENT TO 
TIMOLOL 5,0 mg 

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

PHARMACARE LTD 

FDC LTD, WALUJ, AURANGABAD, INDIA 

FDC LTD, WALUJ, AURANGABAD, INDIA 

FDC LTD, WALUJ, AURANGABAD, INDIA 
INSTITUTE FOR PHARMAC#2UTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
SAD SELF MEDICATION, WILSONIA.EAST LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

3 JUNE-2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.1/0482 

ORITAXIM 500 

INJECTION 

EACH VIAL CONTAINS: 
CEFOTAXIME SODIUM EQUIVALENT TO 
CEFOTAXIME 500,0 mg 

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

ALLIANCE PHARMA (PTY) LTD 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

ANALYTICON, KEMPTON PARK, RSA 
ALLIANCE PHARMA, VILLAGE MAIN, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/20.1.1/0483 

ORITAXIM 1000 

INJECTION 

EACH VIAL CONTAINS: 
CEFOTAXIME SODIUM EQUIVALENT TO 
CEFOTAXIME 1000,0 mg 

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

ALLIANCE PHARMA (PTY) LTD 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

CADILA PHARMACEUTICALS, GUJARAT, INDIA 

ANALYTICON, KEMPTON PARK, RSA 
ALLIANCE PHARMA, VILLAGE MAIN, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/34/0485 

COMBIBIC SH-EL 02 

SOLUTION 

EACH 1000,0 ml SOLUTION CONTAINS: 
Sodium Chloride 4.212 

Potassium Chloride 1,34¢ 
Calcium Chloride Dihydrate 1,98 g 

Magnesium Chloride Hexahydrate 0,91 g 

Glucose 9,0 g 

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

B. BRAUN MADICAL (PTY) LTD 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 

GERMANY 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 

GERMANY 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 

GERMANY 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

B. BRAUN MEDICAL, RANDBURG, RSA 

12 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/34/0486 

BICAFLAC SH-BIC 35 

SOLUTION 

EACH 1000,0 ml SOLUTION CONTAINS: 

Sodium Chloride 6,18 g 

Sodium Hydrogen Carbonate 3,59 g 

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

B. BRAUN MADICAL (PTY) LTD 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 

GERMANY 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 

GERMANY 

B. BRAUN SCHIWA GmbH & CO, GLANDORF, 
GERMANY 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
B. BRAUN MEDICAL, RANDBURG, RSA 

12 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/24/0487 

GLYCOPHOS 

SOLUTION 

EACH 1,0 ml SOLUTION CONTAINS: 
SODIUM GLYCEROPHOSPHATE PENTAHYDRATE 
EQUIVALENT TO SODIUM GLYCEROPHOSPHATE 
216,0 mg 

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

FRESENIUS KABI SA (PTY) LTD 

FRESENIUS KABI NORGE AS, HALDEN, NORWAY 

FRESENIUS KABI NORGE AS, HALDEN, NORWAY 

FRESENIUS KABI NORGE AS, HALDEN, NORWAY 
KHULULEKANI LABS, MIDRAND, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
FRESENIUS KABI, MIDRAND, RSA 
BODENE, PORT ELIZABETH 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/18.7/049] 

EVRA 

TRANSDERMAL THERAPEUTIC SYSTEM 

EACH PATCH CONTAINS: 
NORELGESTROMIN 6,0 mg 

ETHINYLESTRADIOL 0,6 mg 

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

JANSSEN PHARMACEUTICA (PTY) LTD 

LTS LOHMANN THERAPIE SYSTEMS, ANDERNACH 

GERMANY 

LTS LOHMANN THERAPIE SYSTEMS, ANDERNACH 

GERMANY 
JANSSEN PHARMACEUTICA NV, BEERSE, 

BELGIUM 

LTS LOHMANN THERAPIE SYSTEMS, ANDERNACH 

GERMANY 
JANSSEN PHARMACEUTICA NV, BEERSE, 

BELGIUM 

JANSSEN PHARMACEUTICA, HALFWAY HOUSE, 

RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/7.1.3/0501 

ZEPROSIL 5 MG 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 5,0 mg 

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

XIXIA PHARMACEUTICALS (PTY) LTD 

GEDEON RICHTER LTD, BUDAPEST, HUNGARY 

MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

GEDEON RICHTER LTD, BUDAPEST, HUNGARY 

MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM 
XIXIA PHARMACEUTICALS, MODDERFONTEIN 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 36/7.1.3/0502 

Name of medicine: _ ZEPROSIL 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 10,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: XIXIA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GEDEON RICHTER LTD, BUDAPEST, HUNGARY 

Packer: MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

Laboratory: GEDEON RICHTER LTD, BUDAPEST, HUNGARY 

MERCK PHARMACEUTICAL MANUFACTURING, 

WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 

PHARMACY, POTCHEFSTROOM 

XIXIA PHARMACEUTICALS, MODDERFONTEIN 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/7.1.3/0503 

LISINOPRIL DIHYDRATE EQUIVALENT TO | 

ZEPROSIL 20 MG 

TABLET 

EACH TABLET CONTAINS: 

LISINOPRIL 20,0 mg 

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

XIXIA PHARMACEUTICALS (PTY) LTD 

GEDEON RICHTER LTD, BUDAPEST, HUNGARY 

MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

GEDEON RICHTER LTD, BUDAPEST, HUNGARY 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 

PHARMACY, POTCHEFSTROOM 
XIXIA PHARMACEUTICALS, MODDERFONTEIN 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) _ 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: . 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

36/21.5.1/0504 

FLONASE NASAL SPRAY 

SPRAY 

EACH METERED SPRAY CONTAINS: 

FLUTICASONE PROPIONATE 50,0 ug 

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

_ GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD 

GLAXO WELLCOME OPERATIONS, WARE, 

HERTFORDSHIRE, U.K. 

GLAXO WELLCOME OPERATIONS, BARNARD 

CASTLE, DURHAM, U.K. 
LABORATOIRE GLAXO WELLCOME, EVREUX LA 

MADELEINE, FRANCE 

GLAXO WELLCOME S.A., BURGOS, SPAIN 

GLAXO WELLCOME, MIDRAND, RSA 

GLAXO WELLCOME, MIDRAND, RSA 

GLAXO WELLCOME OPERATIONS, WARE, 
HERTFORDSHIRE, U.K. 

GLAXO WELLCOME OPERATIONS, BARNARD 
CASTLE, DURHAM, U.K. 

LABORATOIRE GLAXO WELLCOME, EVREUX LA 

MADELEINE, FRANCE 

GLAXO WELLCOME S.A., BURGOS, SPAIN 

GLAXO WELLCOME, MIDRAND, RSA 

24 months 

18 MARCH 2005
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MRF 15 (MBR 15) 
  

Registration number: 36/1.2/0518 

Name of medicine: CITALOHEXAL 20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

CITALOPRAM HYDROBROMIDE EQUIVALENT TO 
CITALOPRAM 20,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: HEXAL AG, HOLZKIRCHEN, GERMANY 

Packer: DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Laboratory: HEXAL AG, HOLZKIRCHEN, GERMANY 

CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 
HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0001 

REZONE 1000 INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
Ceftriaxone Sodium equivalent to 
COMMAS ccsccrsisescmmmssnmceesaaeecees 1,0 g 

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

RESMED PHARMACEUTICALS 

ASTRAL PHARMACEUTICAL INDUSTRIES, 

GUJARAT, INDIA 

ASTRAL PHARMACEUTICAL INDUSTRIES, 

GUJARAT, INDIA 

ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, INDIA 

RESMED PHARMACEUTICALS, SPRINGFIELD 

PARK, DURBAN, RSA 

24 months 

2 JULY 2004 

  

27785—4
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_ MRF-15 (MBR 15) 

  

Registration number: 37/12/0008 

Name of medicine: ADCO-WORMEX 500 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

MEBENDAZOLE 500,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON, RSA 

Packer: ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON, RSA 

Laboratory: ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 

  

G05-062823—5 
27785—5
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MRF 45 (MBR 15) 

GOVERNMENT GAZETTE, 29 JULY 2005 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/12/0009 

RIOWORM 500 MG 

TABLET 

EACH TABLET CONTAINS: 
MEBENDAZOLE 500,0 mg 

1,2, 3.4, 5, 6,7 

ADCOCK INGRAM LIMITED 

ADCOCK INGRAM HEALTHCARE. WADEVILLE, 
GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: 37/5.2/0010 

Name of medicine: ADCO-BISOCOR 5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
BISOPROLOL HEMIFUMERATE 5,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: DRAGENOPHARM APOTHEKER, TITTMONING, 

GERMANY 

Packer: DRAGENOPHARM APOTHEKER, TIT PMONING, 

GERMANY 
SYNTHON HISPANIA, SANT BOI de Li OBREGAT, 

SPAIN 
MPF BV, HEERENVEEN, NETHERLANDS 

Laboratory: DRAGENOPHARM APOTHEKER, TIT PMONING, 

GERMANY 
SYNTHON BV, NIJMEGEN, NETHERLANDS 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 

OLIFANTSFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 17 SEPTEMBER 2004 
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MRE 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.2/0011 

ADCO-BISOCOR 10 MG 

TABLET 

EACH TABLET CONTAINS: 
BISOPROLOL HEMIFUMERATE 10,0 mg 

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

ADCOCK INGRAM LIMITED 

DRAGENOPHARM APOTHEKER, TITTMONING, 
GERMANY 

DRAGENOPHARM APOTHEKER, TIT? MONING, 
GERMANY 
SYNTHON HISPANIA, SANT BOI de LL.OBREGAT, 
SPAIN 
MPF BV, HEERENVEEN, NETHERLANDS 

DRAGENOPHARM APOTHEKER, TITTMONING, 
GERMANY 
SYNTHON BV, NIJMEGEN, NETHERLANDS 
ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 
ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 
OLIFANTSFONTEIN, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/10.2.1/0012 

Name of medicine: DUOLIN RESPULES 

Dosage form: SOLUTION 

Active ingredients: EACH 2,5 ml SOLUTION CONTAINS: 

IPRATROPIUM BROMIDE 0,5 mg 

SALBUTAMOL SULPHATE EQUIVALENT TO 

SALBUTAMOL 2,5 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, iNDIA 

Packer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Laboratory: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0042 

ADCO-CEFTRIAXONE 500 MG 

INJECTION 

EACH VIAL CONTAINS: 

Ceftriaxone Sodium equivalent to 

Ceftriaxone ..............0.0c eens 500,0 mg 

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

ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

ANFARM HELLAS S.A., SHIMATARI, 
VIOTIA-GREECE 

ANFARM HELLAS S.A., SHIMATARI, 
VIOTIA-GREECE 

ANFARM HELLAS S.A., SHIMATARI, 
VIOTIA-GREECE 

ACS DOBFAR S.p.A., MILANO, ITALY 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

36 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0043 

ADCO-CEFTRIAXONE 1 G 

INJECTION 

EACH VIAL CONTAINS: 

Ceftriaxone Sodium equivalent to 

Ceftriaxone .....cereccievedserees 1000,0 mg 

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

ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

ANFARM HELLAS S.A., SHIMATARI, 

VIOTIA-GREECE 

ANFARM HELLAS S.A., SHIMATARI, 

VIOTIA-GREECE 

ANFARM HELLAS 8.A., SHIMATARL, 

VIOTIA-GREECE 

ACS DOBFAR S.p.A., MILANO, ITALY 

ADCOCK INGRAM CRITICAL CARE, AEROTON, 

JOHANNESBURG, RSA 

36 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0044 

ADCO-CEFTRIAXONE 2 G 

INJECTION 

EACH VIAL CONTAINS: 

Ceftriaxone Sodium equivalent to 
Ceftriaxone os. eeisceescciaescaes 2000,0 mg 

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

ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

ANFARM HELLAS S.A., SHIMATARL, 
VIOTIA-GREECE 

ANFARM HELLAS S.A., SHIMATARI, 
VIOTIA-GREECE 

ANFARM HELLAS §S.A., SHIMATARI, 
VIOTIA-GREECE 
ACS DOBFAR §.p.A., MILANO, ITALY 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

36 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/2.5/0051 

LAMITOR-25 

TABLET 

EACH TABLET CONTAINS: 
LAMOTRIGINE 25,0 mg 

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

LEBASI PHARMACEUTICALS CC 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 
INDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 
INDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 

INDIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 

BARDENE, BOKSBURG, RSA 
INSTITUTE FOR INDUSTRIAL PHARMACY, 

POTCHEFSTROOM, RSA 
LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 

RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/2.5/0052 

LAMITOR-50 

TABLET 

EACH TABLET CONTAINS: 
LAMOTRIGINE 50,0 mg 

i, 2,4, 4, 5,6, 7 

LEBASI PHARMACEUTICALS CC 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 
INDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 
INDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 
INDIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
INSTITUTE FOR INDUSTRIAL PHARMACY, 
POTCHEFSTROOM, RSA 
LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 
RSA 

24 months 

11 FEBRUARY 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/2.5/0053 

LAMITOR-100 

TABLET 

EACH TABLET CONTAINS: 

LAMOTRIGINE 100,0 mg 

L, 2, 3, 4,3, 6,7 

LEBASI PHARMACEUTICALS CC 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 

[NDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 

INDIA 

TORRENT PHARMACEUTICALS LTD, MEHSANA, 

INDIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 

BARDENE, BOKSBURG, RSA 
INSTITUTE FOR INDUSTRIAL PHARMACY, 

POTCHEFSTROOM, RSA 

LEBASI PHARMACEUTICALS, POTCHEFSTROOM, 

RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0055 

Name of medicine: ROLAB-CEFUROXIME 250 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

Cefuroxime Axetil equivalent to 

Cefuroxime .................. 250,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: ROLAB (PTY) LTD 

Manufacturer: PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

Packer: PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
DIVPHARM MANUFACTURING AND PACKAGING, 
INDUSTRIA, JOHANNESBURG, RSA 

Laboratory: PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
BIOCHEMIE GmbH, KUNDL, AUSTRIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 2 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0056 

ROLAB-CEFUROXIME 500 

TABLET 

EACH TABLET CONTAINS: 
Cefuroxime Axetil equivalent to 
COPROMING cccvacccsccisxeees 500,0 mg 

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

ROLAB (PTY) LTD 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

DIVPHARM MANUFACTURING AND PACKAGING, 

INDUSTRIA, JOHANNESBURG, RSA 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shel f-life: 

Date of registration: 

37/20.1.1/0057 

CUROAX 125 

TABLET 

EACH TABLET CONTAINS: 
Cefuroxime Axetil equivalent to 

COR TORIE owciviascrsccieees 125,0 mg 

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

ROLAB (PTY) LTD 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
DIVPHARM MANUFACTURING AND PACKAGING, 
INDUSTRIA, JOHANNESBURG, RSA 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
BIOCHEMIE GmbH, KUNDL, AUSTRIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0058 

CUROAX 250 

TABLET 

EACH TABLET CONTAINS: 

Cefuroxime Axetil equivalent to 
Cefuroxime oi..cceccsnscseves 250,0 mg 

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

ROLAB (PTY) LTD 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
DIVPHARM MANUFACTURING AND PACKAGING, 

INDUSTRIA, JOHANNESBURG, RSA 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

BIOCHEMIE GmbH, KUNDL, AUSTRIA 

NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0059 

CUROAX 500 

TABLET 

EACH TABLET CONTAINS: 
Cefuroxime Axetil equivalent to 

CANORA ancceencuceesn 500,0 mg 

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

ROLAB (PTY) LTD 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 

DIVPHARM MANUFACTURING AND PACKAGING, 

INDUSTRIA, JOHANNESBURG, RSA 

PENCEF PHARMA GmbH, GOTTINGEN, GERMANY 
BIOCHEMIE GmbH, KUNDL, AUSTRIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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“MRF 45 (MBR 15) 
  

Registration number: 37/2.8/0060 

Name of medicine: IBUPAIN FORTE 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

PARACETAMOL 250,0 mg 

IBUPROFEN 200,0 mg 

CODEINE PHOSPHATE 10,0 mg 

Genditions of registration: 1, 2.3.4, 5, 6,7 

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK 

Packer: NOVARTIS SA, SPARTAN. IKEMPTON PARK 

Laboratory: NOVARTIS SA, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/10.1/0061 

BENYLIN WET COUGH 

LIQUID 

EACH 10,0 ml LIQUID CONTAINS: 

GUAIFENESIN 200,0 mg 

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

WARNER-LAMBERT S.A. (PTY) LTD 

WARNER-LAMBERT, RETREAT, RSA 

WARNER-LAMBERT, RETREAT, RSA 

WARNER-LAMBERT, RETREAT, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0072 

CIPLA-CETIRIZINE DIHYDROCHLORIDE 

TABLET 

EACH TABLET CONTAINS: 

CETIRIZINE DIHYDROCHLORIDE 10,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, RAIGAD, MAHARASHTRA, [NDIA 

CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA 

CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

23 JULY 2004
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0079 

MEDPRO-CIPROFLOXACIN 250 

TABLET 

EACH TABLET CONTAINS: 

CIPROFLOXACIN HYDROCHLORID!: 

TO CIPROFLOXACIN 
OUP ALENT 

30.0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, KURKUMBH, MAHARA‘' 2A. 
INDIA 

CIPLA LTD, KURKUMBH, MAHARA’ 13. A. 
INDIA 

CIPLA LTD, KURKUMBH, MAHARA: 
INDIA 
CIPLA-MEDPRO, ROSENPARK, BEL! | LER 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0080 

MEDPRO-CIPROFLOXACIN 500 

TABLET 

EACH TABLET CONTAINS: 
CIPROFLOXACIN HYDROCHLORID” 

TO CIPROFLOXACIN 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, KURKUMBH, MAHAR* 

INDIA 

CIPLA LTD, KURKUMBH, MAHARA, 

INDIA 

CIPLA LTD, KURKUMBH, MAHARA® 31 

INDIA 

CIPLA-MEDPRO, ROSENPARK, BEL! i! 

24 months 

17 SEPTEMBER 2004 

  

O60 mg
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MRF 15 (MBR 15) 
  

Registration number: 37/20.1.1/0081 

Name of medicine: MEDPRO-CIPROFLOXACIN 750 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CIPROFLOXACIN HYDROCHLORIP = *sUTVALENT 
TO CIPROFLOXACIN 730.0 me 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, MAHAR ASHP? A. 
INDIA 

Packer: CIPLA LTD, KURKUMBH, MAHARA” “ik 4. 
INDIA 

Laboratory: CIPLA LTD, KURKUMBH, MAHARA® | RA, 

INDIA 
CIPLA-MEDPRO, ROSENPARK, BELIVii!.&. RSA 

Shelf-life: 24 months 

Date of registration: 17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/10.2.1/0084 

Name of medicine: FORATEC DP-CAPS 

Dosage form: CAPSULES 

Active ingredients: EACH CAPSULE CONTAINS: 
FORMOTEROL FUMARATE 12,0 ug 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Packer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Laboratory: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA LTD, ROSENPARK, BELLVILLE 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.2/0085 

AMOCLAN BID 

SUSPENSION 

EACH 5,0 ml SUSPENSION CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 400,0 mg 

POTASSIUM CLAVULANATE EQUIVALENT TO 

CLAVULANIC ACID 57,0 mg 

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

SANDOZ (PTY) LTD 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 

NOVARTIS S.A., SPARTAN, KEMPTON PARK 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/15.4/0092 

Name of medicine: REFRESH TEARS 

Dosage form: DROPS 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 

CARBOXYMETHYLCELLULOSE SODIUM _ 5,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: ALLERGAN PHARMACEUTICALS (PTY) LTD 

Manufacturer: ALLERGAN PHARMACEUTICAL (IRELAND), 

MAYO, IRELAND 

Packer: ALLERGAN PHARMACEUTICAL (IRELAND), 
MAYO, IRELAND 

Laboratory: ALLERGAN PHARMACEUTICAL (IRELAND), 

MAYO, IRELAND 

INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

ALLERGAN PHARMACEUTICALS, 
HALFWAY HOUSE, RSA 

Shelf-life: 18 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 45 (MBR 15) 
  

Registration number: 37/2.8/0133 

Name of medicine: IBUPAIN 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

PARACETAMOL 250,0 mg 
IBUPROFEN 200,0 mg 

Conditions of registration: 1.2.3, 4,5, 6,7 

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK 

Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK 

Laboratory: NOVARTIS SA, SPARTAN, IL-EMPTON PARK 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of tegistration: 

37/2.8/0134 

SANDOPAIN CAPSULES 

CAPSULE 

EACH CAPSULE CONTAINS: 
IBUPROFEN 200,0 mg 
PARACETAMOL 250.0 mg 

1.2.3.4, 5, 6,7 

SANDOZ (PTY) LTD 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

24 months 

3 JUNE 2005 
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MRF.15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/2.8/0135 

SANDOPAIN FORTE CAPSULES 

CAPSULE 

EACH CAPSULE CONTAINS: 

IBUPROFEN 200,0 mg 

PARACETAMOL 250,0 mg 

CODEINE PHOSPHATE — 10,0 mg 

1, 2.3, 4, 5, 6,7 

SANDOZ (PTY) LTD 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS SA, SPARTAN, KEMPTON PARK 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.5.1/0149 

FLOHALE 50 DP-CAPS 

INHALATION 

EACH CAPSULE CONTAINS: 

FLUTICASONE PROPIONATE 50,0 meg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.5.1/0150 

FLOHALE 100 DP-CAPS 

INHALATION 

EACH CAPSULE CONTAINS: 
FLUTICASONE PROPIONATE 100.0 meg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE 

24 months 

18 MARCH 2005 

 



STAATSKOERANT, 29 JULIE 2005 No. 27785 159 
  

MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.5.1/0151 

FLOHALE 250 DP-CAPS 

INHALATION 

EACH CAPSULE CONTAINS: 

FLUTICASONE PROPIONATE 250,0 meg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 

CIPLA LTD, VIKHROLI, BOMBAY, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0152 

CIPLA-CETIRIZINE DIHYDROCHLORIDE 

SYRUP 

EACH 5,0 ml SYRUP CONTAINS: 
CETIRIZINE DIHYDROCHLORIDE ........ 5,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, MEDIORALS LABS, SATARA, INDIA 

CIPLA LTD, MEDIORALS LABS, SATARA, INDIA 

CIPLA LTD, MEDIORALS LABS, SATARA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELVILLE, RSA 

24 months 

2 JULY 2004 

  

27785—5
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MRF 15 (MBR 15) 
  

Registration number: 37/11.4.3/0154 

Name of medicine: CIPLA-LANSOPRAZOLE 30 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

LANSOPRAZOLE 30,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, POONA, MAHARASHTRA, INDIA 

Packer: CIPLA LTD, POONA, MAHARASHTRA, INDIA 

Laboratory: CIPLA LTD, POONA, MAHARASHTRA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 23 JULY 2004 

  

G05-062823—6 
27785 —6
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MRF 15 (MBR 15) 
  

Registration number: 37/11.4.3/0155 

Name of medicine: LANSOLOC 30 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

LANSOPRAZOLE 30,0 mg 

Conditions of registration: 1, 2, 3, 4,5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK. BELLVILLE, 
RSA 

Shelf-life: 24 months 

Date of registration: 17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

No. 27785 163 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0160 

ZETOMAX CO 10/12,5 

TABLET 

EACH TABLET CONTAINS: 

LISINOPRIL DIHYDRATE EQUIVALENT TO 

LISINOPRIL 10,0 mg 

HYDROCHLOROTHIAZIDE 12.5 mg 

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

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 

OLIFANTSFONTEIN, RSA 

24 months 
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MRF 15 (MBR 15) 

  

Registration number: 

Natine of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0161 

ZETOMAX CO 20/25 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 20,0 mg 
HYDROCHLOROTHIAZIDE 25,0 mg 

L, fy 35 4, 5.6, 7 

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARPIORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 
ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 
ADCOCK INGRAM HEALTIICARE. CLAYVILLE, 
OLIFANTSFONTEIN, RSA 

24 months
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0162 

ZETOMAX CO 20/12,5 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 

LISINOPRIL 20,0 mg 

HYDROCHLOROTHIAZIDE 12,5 mg 

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

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFIORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE. CLAYVILLE, 

OLIFANTSFONTEIN, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0165 

GENERIX-CEFTRIAXONE SODIUM 1,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE ...........0.ccccceeeeeeees 10g 

Lely dy 524.0, 7 

GENERIX INTERNATIONAL (SA) (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
GENERIX INTERNATIONAL, ATHLONE, 
CAPE TOWN, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0166 

ROCITRAX 1,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE .......::eeeeeeee errno eens 10g 

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

GENERIX INTERNATIONAL (SA) (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

CONSULTING CHEMICAL LABORATORIES, STAR 

STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, ATHLONE, 

CAPE TOWN, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

GOVERNMENT GAZETTE, 29 JULY 2005 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0167 

TRAXCEPHIN 1,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CES ER AINE cn coxewenosawanancvusets 10g 

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

GENERIX INTERNATIONAL (SA) (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, ATHLONE, 
CAPE TOWN, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/34/0169 

Name of medicine: ETOPOSIDE-HEXAL 50 MG/2,5 ML 

Dosage form: INFUSION 

Active ingredients: EACH 2,5 ml SOLUTION CONTAINS: 

ETOPOSIDE 50,0 mg 

Conditions of registration: 1, 2.3, 4,5, 6,7 

Applicant: HEXAL PHARMA (SA) (Pry) LTD 

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH. AUSTRIA 

Packer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0170 

ETOPOSIDE-HEXAL 100 MG/5,0 ML 

INFUSION 

EACH 5,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 100,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL. UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/34/0171 

Name of medicine: ETOPOSIDE-HEXAL 200 MG/10 ML 

Dosage form: INFUSION 

Active ingredients: EACH 10,0 ml SOLUTION CONTAINS: 

ETOPOSIDE 200,0 mg 

Conditions of registration: 1, 2, 3, 4,5, 6,7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH. AUSTRIA 

Packer: EBEWE ARZNEIMITTEL, UNTERACH. AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA . 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0172 

ETOPOSIDE-HEXAL 400 MGi/20 ML 

INFUSION 

EACH 20,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 400,0 mg 

1,2.3,4,5,6,7 

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RS.A 
PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0173 

ETOPOSIDE-HEXAL 1000 MG/50 ML 

INFUSION 

EACH 50,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 1000,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UMNTERACH. AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WI:ST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0174 

HX-ETOPOSIDE 50 MG/2,5 ML 

INFUSION 

EACH 2,5 ml SOLUTION CONTAINS: 
ETOPOSIDE 50,0 mg 

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

HEXAL PHARMA (SA)(PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL. UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 

 



MRF 15 (MBR 15) 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0175 

HX-ETOPOSIDE 100 MG/5,0 ML 

INFUSION 

EACH 5,0 ml SOLUTION CONTAINS: 

ETOPOSIDE 100,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH., AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 

 



176 =No. 27785 

MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

GOVERNMENT GAZETTE, 29 JULY 2005 

37/34/0176 

HX-ETOPOSIDE 200 MG/10 ML 

INFUSION 

EACH 10,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 200,0 mg 

1, 2, 3.4, 5, 6,7 

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RS.A 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 

 



MRE 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0177 

HX-ETOPOSIDE 400 MG/20 ML 

INFUSION 

EACH 20,0 ml SOLUTION CONTAINS: 

ETOPOSIDE 400,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL. UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 

 



MRF 15 (MBR 15) 

  
  

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0178 

HX-ETOPOSIDE 1000 MG/50 ML 

INFUSION 

EACH 50,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 1000,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH. AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH. AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGIN G, 
LONGDALE, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WIiST, GAUTENG, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 

 



STAATSKOERANT, 29 JULIE 2005 No. 27785 179 

  

MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/34/0195 

PHARMACARE-CEFTRIAXONE STERILE DILUENT 

INJECTION 

EACH 5,0 ml AMPOULE CONTAINS: 
WATER FOR INJECTIONS ......e00000+ 5,0 ml 

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

PHARMACARE LIMITED 

ECZACIBASI PHARMACEUTICALS, LULEBURGAZ, 

TURKEY 

ECZACIBASI PHARMACEUTICALS, LULEBURGAZ, 

TURKEY 

ECZACIBASI PHARMACEUTICALS, LULEBURGAZ, 

TURKEY 

SAD SELF MEDICATION, WILSONIA, EAST 

LONDON, RSA 

LENNON LTD, KORSTEN, PORT ELIZABETH,RSA 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 

PHARMACARE, KORSTEN, PORT ELIZABETH, RSA 

36 months 

2 JULY 2004 

 



No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005 
  

MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/14.2/0206 

AQUACEL 

WOUND DRESSING 

EACH DRESSING CONTAINS: 
SODIUM CARBOXYMETHYLCELLULOSE 100,0 ¢ 

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

BRISTOL-MYERS SQUIBB (PTY) L1:: 

CONVATEC LIMITED, DEESIDE, FLIN7 SHIRE, U.K. 
CONVATEC RHYMNEY, RHYMNEY. CWENT, U.K. 

CONVATEC LIMITED, DEESIDE, FLINTSHIRE. U.K. 

CONVATEC LIMITED, DEESIDE, FLINTSHIRE, U.K. 
CONSULTING CHEMICAL LABORATORIES. STAR 
STREET, BOKSBURG, RSA 

BRISTOL-MYERS SQUIBB, BEDFORD VIEW. RSA 

24 months 

17 SEPTEMBER 2004



MRF 15 (MBR 15) 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.5/0210 

LIPITOR 80 

TABLET 

EACH TABLET CONTAINS: 

ATORVASTATIN CALCIUM TRIHYDRATE 

EQUIVALENT TO ATORVASTATIN 80,0 mg 

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

PFIZER LABORATORIES (PTY) LTD 

PFIZER PHARMACEUTICALS LTD, 

VEGA BAJA,PUERTO RICO 

HEINRICH MACK NACHF., ILLERTISSEN, 

GERMANY 

GOEDECKE GmbH, FREIBURG, GERMANY 

PFIZER PHARMACEUTICALS LTD, 

VEGA BAJA,PUERTO RICO 

WARNER-LAMBERT SA, RETREAT, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.8.1/0214 

CLIMARA 25 

TRANSDERMAL PATCH 

EACH PATCH CONTAINS: 
ESTRADIOL HEMIHYDRATE EQUIVALENT TO 
ESTRADIOL 1,97 mg 

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

SCHERING (PTY) LTD 

3M PHARMACEUTICALS, NORTHRIDGE, USA 

3M PHARMACEUTICALS, NORTHRIDGE, USA 
SCHERING AG, BERLIN, GERMANY 
SCHERING GmbH & CO, WEIMAR, GERMANY 

3M PHARMACEUTICALS, NORTHRIDGE, USA 
SCHERING AG, BERLIN, GERMANY 
SCHERING GmbH & CO, WEIMAR, GERMANY 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 

SCHERING, MIDRAND, RSA 

36 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/11.4.3/0228 

ADCO-OMEPRAZOLE 20 

CAPSULE 

EACH CAPSULE CONTAINS: 
OMEPRAZOLE 20,0 mg 

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

ADCOCK INGRAM LIMITED 

LICONSA S.A., AZUQUECA DE HENARES 

(GUADALAJARA), SPAIN 

LICONSA S.A., AZUQUECA DE HENARES 

(GUADALAJARA), SPAIN 

LICONSA S.A., AZUQUECA DE HENARES 

(GUADALAJARA), SPAIN 

ADCOCK INGRAM HEALTHCARE, WADEVILLE,RSA 

ADCOCK INGRAM HEALTHCARE.CLAYVILLE, RSA 

24 months 

23 JULY 2004 
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MRF +5 (MBR 15) 

  

Registration number: 37/31/0232 

Name of medicine: SANDOZ MELOXICAM 7,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
MELOXICAM 7,5 mg 

Conditions of registration: 1, 2,3, 4,5,6,7 

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS SA, SPARTAN, ILEMPTON PARK 
ADCOCK INGRAM HEALTHCARE. WADEVILLE, 
GERMISTON 

Packer: NOVARTIS SA, SPARTAN, IKEMPTON PARK 
ADCOCK INGRAM HEALTHCARE. WADEVILLE, 
GERMISTON 

Laboratory: NOVARTIS SA, SPARTAN, IK-EMPTON PARK 
ADCOCK INGRAM HEALTHCARE. \WADEVILLE, . 
GERMISTON 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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‘MRF 45 (MBR 15) 
  

Registration number: 37/3.1/0233 

Name of medicine: SANDOZ MELOXICAM 15 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
MELOXICAM 15,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

ei 

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK 
ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON 

Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK 
ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON 

Laboratory: NOVARTIS SA, SPARTAN, IKEMPTON PARK 
ADCOCK INGRAM HEALTHCARE. WADEVILLE, 

GERMISTON 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/11.4,3/0237 

CIPLA-LANSOPRAZOLE 15 

CAPSULE 

EACH CAPSULE CONTAINS: 

LANSOPRAZOLE 15,0 mg 

Ly 2y Sy Fy oy Oy F 

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, POONA, MAHARASHTRA, INDIA 

CIPLA LTD, POONA, MAHARASHTRA, INDIA 

CIPLA LTD, POONA, MAHARASHTRA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/11.4.3/0238 

LANSOLOC 15 

CAPSULE 

EACH CAPSULE CONTAINS: 

LANSOPRAZOLE 15,0 mg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CIPLA LTD, KURKUMBH, MAHAKASHTRA, INDIA 

CIPLA LIFE SCIENCES, ROSENPAiki:. BELLVILLE, 

RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 45 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

— 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shel f-life: 

Date of registration: 

37/30.2/0252 

HUMIRA 40 MG 

INJECTION 

EACH 0,8 ml SOLUTION CONTAINS: 

ADALIMUMAB 40,0 mg 

1, 2, 3, 4, m 6,7 

ABBOTT LABORATORIES S.A. (PTY) LTD 

WASSERBURGER ARZNEIMITTELWERK, 

WASSERBURG, GERMANY 

VETTER PHARMA FERTGUNG, RAVENSBURG, 

GERMANY 

WASSERBURGER ARZNEIMITTELWERK, 
WASSERBURG, GERMANY 
VETTER PHARMA FERTGUNG, RAV ENSBURG, 
GERMANY 

VETTER PHARMA FERTGUNG, RAVENSBURG, _ 

GERMANY 
ABBOTT GmbH & CO, LUDWIGSHAFEN, GERMANY 

LABOR L+S8S AG, BAD BOCKLET, GERMANY 

ABBOTT LABORATORIES, AZROTON, GAUTENG, 

RSA 

18 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 37/1.2/0265 

Name of medicine: ZY DUS-FLUOXETINE 20 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

FLUOXETINE HYDROCHLORIDE EQUIVALENT TO 

FLUOXETINE 20,0 mg 

Conditions of registration: 1, 2,3,4,5, 6,7 

Applicant: ZYDUS HEALTHCARE SA (PTY) LTD 

Manufacturer: ZYDUS CADILA HEALTHCARE, AHMEDABAD, 

GUJARAT, INDIA 

Packer: ZYDUS CADILA HEALTHCARE, AHMEDABAD, 

GUJARAT, INDIA 

Laboratory: ZYDUS CADILA HEALTHCARE, AHMEDABAD, 

GUJARAT, INDIA 

INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 

SERVICES, BARDENE, BOKSBURG, GAUTENG, RSA 
INSTITUTE FOR INDUSTRIAL PHARMACY, 

UNIVERSITY, POTCHEFSTROOM, RSA 

ZY DUS HEALTHCARE, POTCHEFSTROOM, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: - 

37/11.4.3/0266 

~ R-LOC INJECTION 

INJECTION 

EACH 2,0 ml AMPOULE CONTAINS: 

RANITIDINE HYDROCHLOFIDE- EQUIVALENT TO 

RANITIDINE = 50,0 MG 

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

ZY DUS. HEALTHCARE S.A. (PTY) LTD 

ZYDUS CADILA HEALTHCARE, AHMEDABAD, 

INDIA 

ZYDUS CADILA HEALTHCARE, AHMEDABAD, 

INDIA 

ZYDUS CADILA HEALTHCARE, AHMEDABAD, 
INDIA 

INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 

SERVICES, BARDENE, BOKSBURG 
INSTITUTE FOR INDUSTRIAL PHARMACY, 

POTCHEFSTROOM 
ZYDUS HEALTHCARE, POTCHEFSTROOM, RSA 

24 months 

8 APRIL 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.2/0272 

GLUCOPHAGE 1000 MG 

TABLET 

EACH TABLET CONTAINS: 

METFORMIN HYDROCHLORIDE 1000,0 mg 

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

MERCK (PTY) LTD 

LIPHA S.A., SEMOY CEDEX, FRANC® 

MERCK PHARMACEUTICAL MANUFACTURING, 

WADEVILLE, GERMISTON, RSA 

LIPHA 8.A., SEMOY CEDEX, FRANCE 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
LIPHA S.A., LYON, FRANCE 

LIPHA S8.A., SEMOY CEDEX, FRANCE 

MERCK PHARMACEUTICAL MANUF 4 CTURING, 
WADEVILLE, GERMISTON, RSA 
LIPHA 8.A., LYON, FRANCE 

MERCK, MODDERFONTEIN, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shel f-life: 

Date of registration: 

37/7.1.3/0276 

CARVETREND 6,25 MG 

TABLET 

EACH TABLET CONTAINS: 

CARVEDILOL 6,25 mg 

1,2.3,4,5, 6,7 

PHARMA DYNAMICS (PTY) LTD 

KRKA d.d., NOVO MESTO, SLOVENIA: 

KRKA d.d., NOVO MESTO, SLOVENIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG, RSA 

KRKA d.d., NOVO MESTO, SLOVENIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. GAUTENG, RSA 
PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

3 JUNE 2005 

27785—6
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MRF 15 (MBR 15) 

  

Registration number: 37/7.1.3/0277 

Name of medicine: CARVETREND 12,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

CARVEDILOL 12,5 mg 

Conditions of registration: 1. 2.3.4, 5, 6, 7 

Applicant: PHARMA DYNAMICS (PTY) LTD 

Manufacturer: KRKA d.d., NOVO MESTO, SLOVENIA 

Packer: KRKA d.d., NOVO MESTO, SLOVENIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG, RSA 

Laboratory: KRKA d.d., NOVO MESTO, SLOVENIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. GAUTENG, RSA 

PHARMA DYNAMICS, WESTLAKE, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 

G05-062823 —7 
27785—7
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0278 

CARVETREND 25 MG 

TABLET 

EACH TABLET CONTAINS: 
CARVEDILOL 25,0 mg 

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

PHARMA DYNAMICS (PTY) LTD 

KRKA d.d., NOVO MESTO, SLOVENIA 

KRKA d.d., NOVO MESTO, SLOVENIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG, RSA 

KRKA d.d., NOVO MESTO, SLOVENIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. GAUTENG, RSA 
PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/7.1.3/0279 

Name of medicine: PHARMA DYNAMICS CARVEDILOL 6,25 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

CARVEDILOL 6,25 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: PHARMA DYNAMICS (PTY) LTD 

Manufacturer: KRKA d.d., NOVO MESTO, SLOVENIA 

Packer: KRKA d.d., NOVO MESTO, SLOVENIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG, RSA 

Laboratory: KRKA d.d., NOVO MESTO, SLOVENIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. GAUTENG, RSA 

PHARMA DYNAMICS, WESTLAKE, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0280 

PHARMA DYNAMICS CARVEDILOL 12,5 MG 

TABLET 

EACH TABLET CONTAINS: 
CARVEDILOL 12,5 mg 

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

PHARMA DYNAMICS (PTY) LTD 

IXRKA d.d., NOVO MESTO, SLOVENIA 

KRKA d.d., NOVO MESTO, SLOVENIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG, RSA 

KRKA d.d., NOVO MESTO, SLOVENIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. GAUTENG, RSA 
PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0281 

PHARMA DYNAMICS CARVEDILOL 25 MG 

TABLET 

EACH TABLET CONTAINS: 

CARVEDILOL 25,0 mg 

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

PHARMA DYNAMICS (PTY) LTD 

KRKA d.d., NOVO MESTO, SLOVENIA 

KRKA d.d., NOVO MESTO, SLOVENIA 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG, RSA 

KRKA d.d., NOVO MESTO, SLOVENIA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. GAUTENG, RSA 

PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0284 

Name of medicine: CIPLACEF 500 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 500,0 mg 

Conditions of registration: 1, 2, 3, 4,5,6,7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

Packer: CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

Laboratory: CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0285 

CIPLACEF 1000 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 1000,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

‘CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

23 JULY 2004 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0286 

CIPLA-CEFTRIAXONE 250 

INJECTION 

EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 250,0 mg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 
CIPLA LIFE SCIENCES, ROSENPARK. BELLVILLE, 
RSA 

24 months 

23 JULY 2004 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0287 

CIPLA-CEFTRIAXONE 500 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 500,0 mg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 

RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0288 

Name of medicine: CIPLA-CEFTRIAXONE 1000 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 1000,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, OKASA PHARMA, SATARA. I NDIA 

Packer: CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 

Laboratory: CIPLA LTD, OKASA PHARMA, SATARA, I NDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 
RSA 

Shelf-life: 24 months 

Date of registration: 23 JULY 2004 
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MRE 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.5.1/0289 

FLOMIST 

NASAL SPRAY 

EACH SPRAY DELIVERS: 

FLUTICASONE PROPIONATE 50.0 ug 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

RSA 

Shelf-life: 

Date of registration: 

37/21.5.1/0290 

CIPLA-FLUTICASONE AQUEOUS NASAL SPRAY 

NASAL SPRAY 

EACH SPRAY DELIVERS: 
FLUTICASONE PROPIONATE 50.0 ug 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 

24 months 

8 APRIL 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.2.8/0296 

VALCYTE 450 

TABLET 

EACH TABLET CONTAINS: 

VALGANCICLOVIR 450.0 mg 

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

ROCHE PRODUCTS (PTY) LTD 

PATHEON INC, ONTARIO, CANADA 

PATHEON INC, ONTARIO, CANADA 

F.HOFFMANN-LA ROCHE AG, KAISERAUGST, 

SWITZERLAND 

ROCHE, ISANDO, RSA 

PATHEON INC, ONTARIO, CANADA. 

HOFFMANN-LA ROCHE AG, GRENZACH-WYHLEN, 

GERMANY. 

ROCHE, ISANDO, RSA 

36 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packet: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/1.2/0298 - 

CYMBALTA 20 

CAPSULE 

EACH CAPSULE CONTAINS: 
DULOXETINE HYDROCHLORIDE &!.2) VALENT TO 
DULOXETINE 204 

1, 2,3, 4, 5.6.7 

ELI LILLY (S.A.) (PTY) LTD 

ELI LILLY & CO, INDIANAPOLIS. Ll - 

ELI LILLY & CO. INDIANAPOLIS. Lt 
LILLY S.A., MADRID, SPAIN 

ELI LILLY & CO. INDIAMAPOLIS, i’ 
LILLY S.A., MADRID, SPAIN 
SOUTH AFRICAN BUREAU OF ST.0: woos, 
PRETORIA, RSA 
ELI LILLY, BRYANSTON, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/1.2/0299 

CYMBALTA 30 

CAPSULE 

EACH CAPSULE CONTAINS: 

DULOXETINE HYDROCHLORIDE EUUIVALENT TO 

DULOXETINE 30,0 mg 

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

ELI LILLY (S.A.) (PTY) LTD 

ELI LILLY & CO, INDIANAPOLIS, US * 

ELI LILLY & CO, INDIANAPOLIS, US? 

LILLY S.A., MADRID, SPAIN 

ELI LILLY & CO, INDIANAPOLIS, USA 

LILLY S.A., MADRID, SPAIN 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 

ELI LILLY, BRYANSTON, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/1.2/0300 

CYMBALTA 46 

CAPSULE 

EACH CAPSULE CONTAINS: 

DULOXETINE HYDROCHLORIDE EQUIVALENT TO 
DULOXETINE 40.0 ing 

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

ELI LILLY (S.A.) (PTY) LTD 

ELI LILLY & CO, INDIANAPOLIS, USA 

ELI LILLY & CO, INDIANAPOLIS, USA 

LILLY S.A., MADRID, SPAIN 

ELI LILLY & CO, INDIANAPOLIS, U.3.’ 
LILLY S.A., MADRID, SPAIN 
SOUTH AFRICAN BUREAU OF STAN: ARDS, 
PRETORIA, RSA 

ELI LILLY, BRYANSTON, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/1.2/0301 

CYMBALTA 60 

CAPSULE 

EACH CAPSULE CONTAINS: 
DULOXETINE HYDROCHLORIDE EQUI ALENT TO 
DULOXETINE 60,0 0 

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

ELI LILLY (S.A.) (PTY) LTD 

ELI LILLY & CO, INDIANAPOLIS, US-. 

ELI LILLY & CO, INDIANAPOLIS. U.. 

LILLY S.A., MADRID, SPAIN 

ELI LILLY & CO, INDIANAPOLIS, U.; * 

LILLY S.A., MADRID, SPAIN 

SOUTH AFRICAN BUREAU OF STANT?ARDS, 

PRETORIA, RSA 
ELI LILLY, BRYANSTON, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

  

37/26/0305 

MABCAMPATH 

INFUSION 

EACH 1,0 ml SOLUTION CONTAINS: 
ALEMTUZUMAB 10,0 mg 

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

SCHERING (PTY) LTD 

BOEHRINGER INGELHEIM PHARMA KG, 
BIBERACH AN DER RISS, GERMANY 

BOEHRINGER INGELHEIM PHARMA kG, 
BIBERACH AN DER RISS, GERMAN’ 

SCHERING AG, BERLIN. GERMANY 

BOEHRINGER INGELHEIM PHARMA °°G, 
BIBERACH AN DER RISS, GERMANY 
SCHERING AG, BERLIN, GERMANY 
SCHERING, MIDRAND, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/5.7.2/0312 

Name of medicine: AUSTELL-METOCLOPRAMIDE 5 MG/ML 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 

METOCLOPRAMIDE HYDROCHLORIDE — 5,0 mg 

Conditions of registration: 1. 2, 3, 4,5, 6, 7 

Applicant: AUSTELL LABORATORIES (PTY) LTD 

Manufacturer: IPCA LABORATORIES LTD, NAGAR HAVELLI, INDIA 

Packer: iPCA LABORATORIES LTD, NAGAR HAVELL INDIA 

Laboratory: IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

SOUTH AFRICAN BUREAU OF STANDARDS, 

GROENKLOOF, PRETORIA, RSA 
AUSTELL LABORATORIES, SAXONWOLD, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

_ 37/2.6.5/0316 

OLEXAR-2,5 

TABLET 

-° EACH TABLET CONTAINS: 
OLANZEPINE 2,5 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/2.6.5/0317 

Name of medicine: OLEXAR-S5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

OLANZEPINE 5,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Packer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Laboratory: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

‘Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/2.6.5/0318 

OLEXAR-10 

TABLET 

EACH TABLET CONTAINS: 
OLANZEPINE 10,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

~ CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/11.4.3/0325 

CIPLA-RANITIDINE-75 

TABLET 

EACH TABLET CONTAINS: 

RANITIDINE HYDROCHLORIDE EQUIVALENT TO 

RANITIDINE 75,0 mg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 

INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 

INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 

INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, RSA 

24 months 

11 FEBRUARY 2005 

 



216 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005 
  

MRF 15 (MBR 15) 
  

Registration number: 

‘Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/11.4.3/0326 

ULTAK-75 

TABLET 

EACH TABLET CONTAINS: 

RANITIDINE HYDROCHLORIDE EQUIVALENT TO 

RANITIDINE 75,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, MAHARASHTRA, INDIA 

CIPLA LTD, MAHARASHTRA, INDIA 

CIPLA LTD, MAHARASHTRA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/14.1/0333 

Name of medicine: IODOSORB OINTMENT 

Dosage form: OINTMENT 

Active ingredients: EACH 1,0 g OINTMENT CONTAINS: 

CADEXOMER IODINE EQUIVALENT TO 

CADEXOMER 0,491 g and 

IODINE 0,009 g 

Conditions of registration: 1, 2,3, 4,5, 6.7 

Applicant: SMITH & NEPHEW PHARMACEUTICALS (PTY) LTD 

Manufacturer: PERSTORP PHARMA, PERSTORP, SWEDEN 

Packer: PERSTORP PHARMA, PERSTORP, SWEDEN 

Laboratory: PERSTORP PHARMA, PERSTORP, SWEDEN 
AB ANALYCEN, LIDKOPING, SWEDEN 

BSN MEDICAL, PINETOWN, RSA 

SMITH & NEPHEW, PINETOWN, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 

 



  NO. er roD   GUVERNMENT GAZE To, oo oR clue 
  

MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0342 

TELFAST JUNIOR 

TABLET 

EACH TABLET CONTAINS: 

FEXOFENADINE HYDROCHLORIDE 30,0 mg 

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

AVENTIS PHARMA (PTY) LTD 

AVENTIS PHARMACEUTICALS INC, 

KANSAS CITY, USA 

AVENTIS PHARMACEUTICALS INC, 

KANSAS CITY, USA 
AVENTIS PHARMA S.p.A., SCOPPITO. !TALY 

AVENTIS PHARMA, WALTLOO, PRETORIA, RSA 

AVENTIS PHARMACEUTICALS INC 

KANSAS CITY, USA 

AVENTIS PHARMA S.p.A., SCOPPITO, ‘'TALY 
AVENTIS PHARMA, WALTLOO, PRETORIA, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.5.1/0343 

INFLAMMIDE 200 NOVOLIZER 

INHALATION 

EACH METERED DOSE CONTAINS: 

BUDESONIDE 200,0 ug 

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

INGELHEIM PHARMACEUTICALS (PTY) LTD 

AWD-PHARMA GmbH & CO, DRESDEN, GERMANY 

AWD-PHARMA GmbH & CO, DRESDEN, GERMANY 

ROSCH-DELTA GmbH, RANSTADT, DAUERNHEIM, 
GERMANY 

AWD-PHARMA GmbH & CO, DRESDEN, GERMANY 
SOFOTEC GmbH & CO, FRANKFURT, GERMANY 
AVENTIS PHARMA, WALTLOO, PRETORIA, RSA 
ANALYTICON, KEMPTON PARK, RSA 
INGELHEIM PHARMACEUTICALS, RANDBURG, 
RSA 

24 months 

17 SEPTEMBER 2004 
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MRF-15 (MBR 15) 
  

Registration number: 37/20.2.3/0347 

Name of medicine: EBSAR-2 DS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RIFAMPICIN 300,0 MG 
ISONIAZID 150,0 MG 

Conditions of registration: 1, 2.3, 4,5, 6,7 

Applicant: MDI CC 

Manufacturer: RUSAN PHARMA LTD, GANDHIDHAM, KUTCH, 

{INDIA 

Packer: RUSAN PHARMA LTD, GANDHIDHAM, KUTCH, 

INDIA 

Laboratory: RUSAN PHARMA LTD, GANDHIDHAM, KUTCH, 
INDIA 
CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 
MDI, MENLO PARK, PRETORIA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0354 

AUSTELL-CIPROFLOXACIN 750 MG 

TABLET 

EACH TABLET CONTAINS: 

CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT 

TO CIPROFLOXACIN scccscvesinerevnnessiienens 750,0 mg 

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

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELT, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, LTD 

AUSTELL LABORATORIES, SAXONWOLD, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0356 

BIPRETERAX 

TABLET 

EACH TABLET CONTAINS: 

INDAPAMIDE 1,25 MG 

PERINDOPRIL TERT-BUTYLAMINE 4,00 MG 

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

SERVIER LABORATORIES SOUTH AFRICA (PTY) LTD 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 

FRANCE 

SERVIER INDUSTRIES, WICKLOW, IRELAND 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 

FRANCE 

SERVIER INDUSTRIES, WICKLOW, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 

GAUTENG, RSA 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 
FRANCE 

SERVIER INDUSTRIES, WICKLOW, IRELAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

SERVIER LABORATORIES, RIVONIA, 

JOHANNESBURG, RSA 

36 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.2/0361 

AMOCLAN BID TABLETS 

TABLET 

EACH TABLET CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN .o...cccccceseserecerseees 875,0 mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULANICAQWD sevcsvesconscupsasvss 125,0 mg 

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

ROLAB (PTY) LTD 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 

HIKMA PHARMACEUTICALS, AMMAN, JORDAN 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/20.1.1/0364 

Name of medicine: AUSTELL-CEFOTAXIME 0,5 G 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFOTAXIME SODIUM EQUIVALENT TO 
CEFOTAXIME 0,5 g 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: AUSTELL LABORATORIES (PTY) LTD 

Manufacturer: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 
INDIA 

Packer: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 
INDIA 

Laboratory: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 
INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
AUSTELL LABORATORIES, SAXONWOLD, 

GAUTENG, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 

  

27785—7
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0365 

Name of medicine: AUSTELL-CEFOTAXIME 1,0 G 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFOTAXIME SODIUM EQUIVALENT TO 
CEFOTAXIME L,0g 

Conditions of registration: 1, 2,3, 4,5, 6, 7 

Applicant: AUSTELL LABORATORIES (PTY) LTD 

Manufacturer: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 

INDIA 

Packer: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 

INDIA 

Laboratory: M.J. BIOPHARM PRIVATE LIMITED, NAVI MUMBAI, 

INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 

GROENKLOOF, PRETORIA, RSA 
AUSTELL LABORATORIES, SAXONWOLD, 

GAUTENG, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 

  

G05-062823—8 27785—8
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MRE 15 (MBR 15) 

  

Registration number: 37/20.1.1/0366 

Name of medicine: CIPLA-ROXITHROMYCIN 150 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ROXITHROMYCIN 150.0 MG 

Conditions of registration: 1.2.3, 4,5, 6,7 

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, RAIGAD, MAHARASHTRA. INDIA 

Packer: CIPLA LTD, RAIGAD, MAHARASHTRA. INDIA 

Laboratory: CIPLA LTD, RAIGAD, MAHARASHTRA. INDIA 

CIPLA LIFE SCIENCES, ROSNEPARK. BELLVILLE 

Shel f-life: 36 months 

Date of registration: 8 APRIL 2005
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0367 

Name of medicine: ROXIDE 150 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ROXITHROMYCIN 150,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

Laboratory: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 
CIPLA MEDPRO, ROSENPARK, BELLBILLE,RSA 

Shelf-life: 36 months 

Date of registration: 18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0391 

AUSTELL-LISINOPRIL 2,5 MG 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 2,5 mg 

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

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 

AUSTELL LABORATORIES, SAXONWOLD, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.2.2/0381 

SANDOZ-KETOCONAZOLE TABLETS 

TABLET 

EACH TABLET CONTAINS: 

KETOCONAZOLE 200,0 mg 

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

SANDOZ (PTY) LTD 

TARO PHARMACEUTICAL JNDUSTRIES, 

HAIFA BAY, ISRAEL 

TARO PHARMACEUTICAL JNDUSTRIES, 

HAIFA BAY, ISRAEL 

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

TARO PHARMACEUTICAL INDUSTRIES, 

HAIFA BAY, ISRAEL 

SOUTH AFRICAN BUREAU OF STANDARDS, 

PRETORIA, RSA 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/26/0387 

HX-EPIRUBICIN 10 MG/S Mi 

INFUSION 

EACH 5,0 ml SOLUTION CONTAINS: 

EPIRUBICIN HYDROCHLORIDE — 10,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005
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MRF 15 (MBR 15) 
  

Registration number: 37/26/0388 

Name of medicine: HX-EPIRUBICIN 50 MG/25 ML 

Dosage form: INFUSION 

Active ingredients: EACH 25,0 ml SOLUTION CONTAINS: 

EPIRUBICIN HYDROCHLORIDE — 50,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

Packer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/26/0389 

HX-EPIRUBICIN 100 MG/50 ML 

INFUSION 

EACH 50,0 ml SOLUTION CONTAINS: 
EPIRUBICIN HYDROCHLORIDE _ 100,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 37/26/0390 

Name of medicine: HX-EPIRUBICIN 200 MG/100 ML 

Dosage form: INFUSION 

Active ingredients: EACH 100,0 ml SOLUTION CONTAINS: 

EPIRUBICIN HYDROCHLORIDE  200,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

Packer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, GAUTENG, RSA 

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA 

PHARMA-Q, INDUSTRIA WIEST, GAUTENG, RSA 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0392 

AUSTELL-LISINOPRIL 20 MG 

TABLET 

EACH TABLET CONTAINS: 

LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 20,0 mg 

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

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
AUSTELL LABORATORIES, SAXONWOLD, RSA 

24 months 

23 JULY 2004 
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No. 27785 235 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0402 

ZINAHEXAL 125 

TABLET 

EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 

CEFUROXIME 125,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, RSA 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

CONSULTING CHEMICAL LAB, STAR STREET, 

BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0403 

ZINAHEXAL 250 

TABLET 

EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 

CEFUROXIME 250,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 
CONSULTING CHEMICAL LAB, STAR STREET, 
BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRIA, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0404 

ZINAHEXAL 500 

TABLET 

EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 

CEFUROXIME 500,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, RSA 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

CONSULTING CHEMICAL LAB, STAR STREET, 

BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0405 

RHINIGINE 

TABLET 

EACH TABLET CONTAINS: 
LORATADINE 10,0 mg 

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

XIXIA PHARMACEUTICALS (PTY) LTD 

LABORATORIOS VITA, DEPSI, BARCELONA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILE, GERMISTON, RSA 
MICRO HEALTHCARE, BETHLEHEM, FREESTATE 

LABORATORIOS VITA, DEPSI, BARCELONA 
MERCK PHARMACEUTICAIL MANUFACTURING, 
WADEVILE, GERMISTON, RSA 
MICRO HEALTHCARE, BETHLEHEM, FREESTATE 

LABORATORIOS VITA, DEPSI, BARCELONA 
MERCK PHARMACEUTICAI MANUFACTURING, 
WADEVILE, GERMISTON, RSA 
MICRO HEALTHCARE, BETHLEHEM, FREESTATE 
XIXIA PHARMACEUTICALS, MODDERFONTEIN, 
RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/58/0406 

Name of medicine: DIMETAPP PAEDIATRIC ELIXIR 

Dosage form: LIQUID 

Active ingredients: EACH 5,0 ml LIQUID CONTAINS: 

BROMPHENIRAMINE MALEATE 1,0 mg 

PSEUDOEPHEDRINE HYDROCHLORIDE — 15,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: WYETH S.A. (PTY) LTD 

Manufacturer: WHITEHALL-ROBINS, RICHMOND, VIRGINIA, USA 

Packer: WHITEHALL-ROBINS, RICHMOND, VIRGINIA, USA 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

Laboratory: WHITEHALL-ROBINS, RICHMOND, VIRGINIA, USA 

SAD SELF MEDICATION, WILSONIA,EAST LONDON 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG 
ANALYTICON, KEMPTON PARK, RSA 
WYETH S.A, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.5/0413 

EZETROL 10 MG 

TABLET 

EACH TABLET CONTAINS: 

EZETIMIBE 10,0 mg 

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

MSD (PTY) LTD 

SCHERING-PLOUGH PRODUCTS, LAS PIEDRAS, 
PUERTO RICO 

PCI SERVICES, CORBY, NORTHAMTONSHIRE, UK 
MERCK SHARP & DOHME, CRAMLINGTON, 
NORTHUMBERLAND. U.K. 

SCHERING-PLOUGH PRODUCTS, LAS PIEDRAS, 
PUERTO RICO 

MSD, HALFWAY HOUSE, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0414 

TRAXCEPHIN 0,5 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 0,5 g 

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

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY. 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

CONSULTING CHEMICAL LABORATORY, 

STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, 

CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0415 

TRAXCEPHIN 2,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE  2,0¢ 

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

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORY, 
STAR STREET, BOKSBURG, RSA 
GENERIX INTERNATIONAL, INDUSTRIA, 
CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0416 

GENERIX-CEFTRIAXONE SODIUM 0,5 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 0,5 g 

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

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA ~ 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

CONSULTING CHEMICAL LABORATORY, 

STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, | 

CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.1/0417 

Name of medicine: GENERIX-CEFTRIAXONE SODIUM 2.0 G INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 2,0 g 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: GENERIX INTERNATIONAL SA (PTY) LTD 

Manufacturer: HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

Packer: HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

Laboratory: HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORY, 
STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, 
CAPE TOWN, RSA 

Shelf-life: 24 months 

Date of registration: 23 JULY 2004 
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MRF 15 (MBR 15) 

Registration number: 37/20.1.1/0418 

Name of medicine: TRAXIJECT 0,5 G 'NJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 0,5 g 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: GENERIX INTERNATIONAL SA (PT 

Manufacturer: HARBIN GENERAL PHARMACEUTI 0 § FACTORY. 

HARBIN, PEOPLE’S REPUBLIC OF © fiNA 

Packer: HARBIN GENERAL PHARMACEUTIC 4i. FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF ©: NA 

Laboratory: HARBIN GENERAL PHARMACEUT! ) FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF “''NA 

CONSULTING CHEMICAL LABOR~ ‘RY. 

STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDU OA, 

CAPE TOWN, RSA 

Shelf-life: 24 months 

Date of registration: 23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0419 

TRAXIJECT 2,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 2,0 g 

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

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORY, 

STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, 
CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0420 

ROCITRAX 0,5 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 

CEFTRIAXONE 0,5 g 

1, 2, 3,45, 6, 7 

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

CONSULTING CHEMICAL LABORATORY, 

STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, 

CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0421 

ROCITRAX 2,0 G INJECTION 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 2,0 g 

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

GENERIX INTERNATIONAL SA (PTY) LTD 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 

HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 

HARBIN GENERAL PHARMACEUTICAL FACTORY, 
HARBIN, PEOPLE’S REPUBLIC OF CHINA 
CONSULTING CHEMICAL LABORATORY, 
STAR STREET, BOKSBURG, RSA 

GENERIX INTERNATIONAL, INDUSTRIA, 
CAPE TOWN, RSA 

24 months 

23 JULY 2004 
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MRF 15 (MBR 15) 
  

Registration number: 37/14.1/0427 

Name of medicine: JODOSORB PASTE 

Dosage form: PASTE 

Active ingredients: EACH 1,0 g PASTE CONTAINS: 

CADEXOMER IODINE EQUIVALENT TO 
CADEXOMER 0,591 g and 
IODINE 0,009 g 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: SMITH & NEPHEW PHARMACEUTICALS (PTY) LTD 

Manufacturer: PERSTORP PHARMA, PERSTORP, SWEDEN 

Packer: PERSTORP PHARMA, PERSTORP, SWEDEN 

Laboratory: PERSTORP PHARMA, PERSTORP, SWEDEN 

AB ANALYCEN, LIDKOPING, SWEDEN 

BSN MEDICAL, PINETOWN, RSA 

SMITH & NEPHEW, PINETOWN, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0428 

CETRITEC 10 

TABLET 

EACH TABLET CONTAINS: 
CETIRIZINE DIHYDROCHLORIDE ........... 10,0 mg 

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

CAMOX PHARMACEUTICALS (PTY) LTD 

INTAS PHARMACEUTICALS, GUJARAT, INDIA 

INTAS PHARMACEUTICALS, GUJARAT, INDIA 

INTAS PHARMACEUTICALS, GUJARAT, INDIA 

SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 

CAMOX PHARMACEUTICALS, SAXONWOLD, RSA 

24 months 

2 JULY 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0436 

KLARITHRAN 250 TABLETS 

TABLET 

EACH TABLET CONTAINS: 
CLARITHROMYCIN 250,0 mg 

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

RANBAXY (SA) (PTY) LTD 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, POTCHEFSTROOM, RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
RANBAXY, CENTURION, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0437 

KLARITHRAN 500 TABLETS 

TABLET 

EACH TABLET CONTAINS: 

CLARITHROMYCIN 500,0 mg 

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

RANBAXY (SA) (PTY) LTD 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, POTCHEFSTROOM, RSA 

KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 

RANBAXY, CENTURION, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0438 

RAN-CLARITHROMYCIN 250 TABLETS 

TABLET 

EACH TABLET CONTAINS: 

CLARITHROMYCIN 250,0 mg 

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

RANBAXY (SA) (PTY) LTD 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

CENTRE FOR QUALITY ASSURANCE OF 

MEDICINES, POTCHEFSTROOM, RSA 

KHULULEKANI LABORATORY SERVICES, 

MIDRAND, RSA 
RANBAXY, CENTURION, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0439 

RAN-CLARITHROMYCIN 500 TABLETS 

TABLET 

EACH TABLET CONTAINS: 

CLARITHROMYCIN 500.0 mg 

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

RANBAXY (SA) (PTY) LTD 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, POTCHEFSTROOM, RSA 

KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 

RANBAXY, CENTURION, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.1.2/0446 

Name of medicine: AMOXICAP 250 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 250,0 MG 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: GULF DRUG COMPANY (PTY) LTD 

Manufacturer: HOVID SDN, PERAK, MALAYSIA 

Packer: HOVID SDN, PERAK, MALAYSIA 

Laboratory: HOVID SDN, PERAK, MALAYSIA 
WRAPSA, CENTURION, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 
CONSULTING CHEMICAL LAB, MOREWILL, 
BOKSBURG 
GULF DRUG CO, MOUNT EDGECOMBE, KZN 

Shelf-life: 36 months 

Date of registration: 18 MARCH 2005 
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MRE 15 (MBR 15) 

  

Registration number: 37/5.8/0448 

Name of medicine: SUDAFED 12 HOUR RELIEF 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

PSEUDOEPHEDRINE HYDROCHLORIDE 120,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: GROUP LABORATORIES SA (PTY) LTD 

Manufacturer: SMITHKLINE BEECHAM PHARMACEUTICALS, 
CRAWLEY, UK 

Packer: SMITHKLINE BEECHAM PHARMACEUTICALS, 
CRAWLEY, UK 

PCI SERVICES, SHOTGATE, ESSEX, UK 
PCI SERVICES, BOLTON, LANCASHIRE, UK 
GLAXOSMITHKLINE 8.A., EPPING, CAPE TOWN 

Laboratory: SMITHKLINE BEECHAM PHARMACEUTICALS, 
CRAWLEY, UK 

GLAXOSMITHKLINE S.A., EPPING, CAPE TOWN 

GROUP LABORATORIES, HOWARD PLACE, RSA 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005 

  

27785—8
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MRF 45 (MBR 15) 

Registration number: 37/30.1/0449 

Name of medicine: TRIGRIP 

Dosage form: INJECTION 

Active ingredients: EACH 0,5 ml DOSE CONTAINS: 

A/FUJIAN/41 1/2002 (H3N2) — like 

STRAIN 15,0 ug HAEMAGGLUTININ 

A/NEW CALEDONIA/20/99 G-4IN1) — like 

STRAIN 15.0 ug HAEMAGGLUTININ 

B/HONG KONG/330/2001 — like 

STRAIN 15.0 ug HAEMAGGLUTININ 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: AVENTIS PHARMA (PTY) LU) 

Manufacturer: AVENTIS PASTEUR, MARCY L’ETOILE, FRANCE 

AVENTIS PASTEUR, VAL DE REUIL. FRANCE 

Packer: AVENTIS PASTEUR, MARCY L’ETOILE, FRANCE 

_ AVENTIS PASTEUR, VAL D:z REUIL. FRANCE 

Laboratory: AVENTIS PASTEUR, MARCY L’ETOILE, FRANCE 

AVENTIS PASTEUR, VAL DE REUIL. FRANCE 

AVENTIS PHARMA, WALTLOO, PRETORIA,RSA 

Shelf-life: 12 months 

Date of registration: 3 JUNE 2005 
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MRF 45 (MBR 15) 

  

  

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/30.1/0450 

VAXIGRIP NH 

INJECTION 

EACH 0,5 ml DOSE CONTAINS: 

A/MOSCOW/10/99 (H3N2; — like 

STRAIN 15.0 ug HAEMAGGLUTININ 

A/NEW CALEDONIA/20/99(FIIN1) — like 

STRAIN 15.0 ug HAEMAGGLUTININ 

B/HONG KONG 330/2001 15.0 ug HAEMAGGLUTININ 

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

AVENTIS PHARMA (PTY) LT) 

AVENTIS PASTEUR, MARCY L’ETOILE, FRANCE 

AVENTIS PASTEUR, VAL D= REUIL. FRANCE 

AVENTIS PASTEUR, MARCY L’ETOILE, FRANCE 

AVENTIS PASTEUR, VAL D® REUIL. FRANCE 

AVENTIS PASTEUR, MARCY L’ETQO!LE, FRANCE 
AVENTIS PASTEUR, VAL D= REUIL. FRANCE. 

AVENTIS PHARMA, WALTLOO, PRETORIA, RSA 

12 months 

3 JUNE 2005
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.8.2/0456 

ESTALIS 50/140 

TRANSDERMAL PATCH 

EACH PATCH CONTAINS: 
OESTRADIOL HEMIHYDRATE EQUIVALENT TO 

OESTRADIOL 0,62 mg 

NORETHISTERONE ACETATE — 2,70 mg 

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

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 
NOVARTIS, SPARTAN, KEMPTON PARK 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 
NOVARTIS PHARMA, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

NOVARTIS, SPARTAN, KEMPTON PARK 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.8.2/0457 

ESTALIS 50/250 

TRANSDERMAL PATCH 

EACH PATCH CONTAINS: 

OESTRADIOL HEMIHYDRATE EQUIVALENT TO 
OESTRADIOL 0,512 mg 
NORETHISTERONE ACETATE — 4,80 mg 

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

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVARTIS, SPARTAN, KEMPTON PARK 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVARTIS PHARMA, STEIN, SWITZERLAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
NOVARTIS, SPARTAN, KEMPTON PARK 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.8.2/0458 

ESTALIS SEQUI 50/140 (PHASE I AND II) 

TRANSDERMAL PATCH 

EACH PHASE I PATCH CONTAINS: 
OESTRADIOL HEMIHYDRATE EQUIVALENT TO 
OESTRADIOL 4,33 mg 
EACH PHASE II PATCH CONTAINS: 
OESTRADIOL HEMIHYDRATE EQUIVALENT TO 
OESTRADIOL 0,62 mg 

NORETHISTERONE ACETATE —= 2,70 mg 

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

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 
NOVARTIS, SPARTAN, KEMPTON PARK 

NOVEN PHARMACEUTICALS, MIAMI, 

FLORIDA, USA 

NOVARTIS PHARMA, STEIN, SWITZERLAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

NOVARTIS, SPARTAN, KEMPTON PARK 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/21.8.2/0459 

ESTALIS SEQUI 50/250 (PHASE I AND ID 

TRANSDERMAL PATCH 

EACH PHASE I PATCH CONTAINS: 

OESTRADIOL HEMIHYDRATE EQUIVALENT TO 

OESTRADIOL 0,433 mg 
EACH PHASE II PATCH CONTAINS: 

OESTRADIOL HEMIHYDRATE EQUIVALENT TO 

OESTRADIOL 0,512 mg 
NORETHISTERONE ACETATE — 4,80 mg 

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

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVARTIS, SPARTAN, KEMPTON PARK 

NOVEN PHARMACEUTICALS, MIAMI, 
FLORIDA, USA 

NOVARTIS PHARMA, STEIN, SWITZERLAND 

INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

NOVARTIS, SPARTAN, KEMPTON PARK 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/3.1/0467 

Name of medicine: ° IBUGESIC ORAL SUSPENSION 

Dosage form: SUSPENSION 

Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS: 
IBUPROFEN 100,0 mg 

Conditions of registration: 1, 2.3, 4,5, 6,7 

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: MEDIORALS LABS. PVT, SATARA, INDIA 

Packer: MEDIORALS LABS. PVT, SATARA, INDIA 

Laboratory: MEDIORALS LABS. PVT, SATARA, INDIA 

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/3.1/0468 

CIPLA-IBUPROFEN ORAL SUSPENSION 

SUSPENSION 

EACH 5,0 ml SUSPENSION CONTAINS: 

IBUPROFEN 100,0 mg 

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

CIPLA LIFE SCIENCES (PTY) LTD 

MEDIORALS LABS. PVT, SATARA, INDIA 

MEDIORALS LABS. PVT, SATARA, INDIA 

MEDIORALS LABS. PVT, SATARA, INDIA 

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 
RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/7.1.3/0475 

Name of medicine: LISORETIC 10/12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

LISINOPRIL DIHYDRATE EQUIVALENT TO 

LISINOPRIL 10,0 mg 

HYDROCHLOROTHIAZIDE 12,5 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: PHARMA DYNAMICS (PTY) LTD 

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND 

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

ENALENI PHARMACEUTICALS, DURBAN, RSA 

IMPILO DRUGS, ISITHEBE, KWAZULU NATAL 

PHARMACEUTICAL ENTERPRISES, N’DABENI, RSA 

PHARMAWORX, MIDRAND, RSA 

TECHNIKON LABORATORIES, FLORIDA, RSA 

Laboratory: DELTA LTD, HAFNARFJORDUR, ICELAND 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

PHARMA DYNAMICS, WESTLAKE, RSA 

Shelf-life: 24 months 

Date of registration: 11 FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0476 

LISORETIC 20/12,5 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 20,0 mg 
HYDROCHLOROTHIAZIDE 12,5 mg 

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

PHARMA DYNAMICS (PTY) LTD 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
ENALENI PHARMACEUTICALS, DURBAN, RSA 
IMPILO DRUGS, ISITHEBE, KWAZULU NATAL 
PHARMACEUTICAL ENTERPRISES, N’DABENI, RSA 
PHARMAWORX, MIDRAND, RSA 
TECHNIKON LABORATORIES, FLORIDA, RSA 

DELTA LTD, HAFNARFJORDUR, ICELAND 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

11 FEBRUARY 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0477 

PHARMA DYNAMICS LISINOPRIL/HCT 10/12,5 

TABLET 

EACH TABLET CONTAINS: 

LISINOPRIL DIHYDRATE EQUIVALENT TO 

LISINOPRIL 10,0 mg 

HYDROCHLOROTHIAZIDE 12,5 mg 

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

PHARMA DYNAMICS (PTY) LTD 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

ENALENI PHARMACEUTICALS, DURBAN, RSA 

IMPILO DRUGS, ISITHEBE, KWAZULU NATAL 

PHARMACEUTICAL ENTERPRISES, N’DABENI, RSA 

PHARMA WORX, MIDRAND, RSA 

TECHNIKON LABORATORIES, FLORIDA, RSA 

DELTA LTD, HAFNARFJORDUR, ICELAND 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

1] FEBRUARY 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0478 

PHARMA DYNAMICS LISINOPRIL/HCT 20/12,5 

TABLET 

EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 20,0 mg 
HYDROCHLOROTHIAZIDE 12,5 mg 

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

PHARMA DYNAMICS (PTY) LTD 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
ENALENI PHARMACEUTICALS, DURBAN, RSA 
IMPILO DRUGS, ISITHEBE, KWAZULU NATAL 
PHARMACEUTICAL ENTERPRISES, N’DABENTI, RSA 
PHARMAWORX, MIDRAND, RSA 
TECHNIKON LABORATORIES, FLORIDA, RSA 

DELTA LTD, HAFNARFJORDUR, ICELAND 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
PHARMA DYNAMICS, WESTLAKE, RSA 

24 months 

1] FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.2.8/0489 

LAMIVIR-HBV 

TABLET 

EACH TABLET CONTAINS: 
LAMIVUDINE ....cccsereeceveassees 100,0 mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, VIKHROLI. MUMBAI, INDIA 

CIPLA LTD, VIKHROLI. MUMBAI, INDIA 

CIPLA LTD, VIKHROLI. MUMBAL INDIA 

CIPLA-MEDPRO, ROSENPARK, BELVILLE, RSA 

24 months 

3 JUNE 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0490 

ASPEN CETIRIZINE 10 MG 

TABLET 

EACH TABLET CONTAINS: 
CETIRIZINE HYDROCHLORIDE 10,0 mg 

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

PHARMACARE LIMITED 

GERARD LABORATORIES, DUBLIN, IRELAND 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 

GERARD LABORATORIES, DUBLIN, IRELAND 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 

GERARD LABORATORIES, DUBLIN, IRELAND 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, EAST 
LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

12 NOVEMBER 2004 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0497 

CETIRIZINE-HEXAL 10 MG TABLETS 

TABLET 

EACH TABLET CONTAINS: 

CETIRIZINE DIHYDROCHLORIDE 10,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

SALUTAS PHARMA, BARLEBEN, GEPiMANY 

SALUTAS PHARMA, BARLEBEN, GERMANY 

DIVPHARM MANUFACTURING & P..CKAGING, 
LONGDALE, RSA 

SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0498 

CETIRIZINE-HEXAL 10,0 MG/ML ORAL DROPS 

DROPS 

EACH 1,0 ml SOLUTION CONTAINS: 

CETIRIZINE DIHYDROCHLORIDE 10.0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

SALUTAS PHARMA, BARLEBEN, GERMANY 

SALUTAS PHARMA, BARLEBEN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

SALUTAS PHARMA, BARLEBEN, GERMANY 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA. 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0499 

CEFTRIAXONE-HEXAL 1 G 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALES © oO 

CEFTRIAXONE 1,0 g 

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

HEXAL PHARMA (SA) (PTY). LTD 

ECZACIBASI ILAC, LULEBURGAZ. ' 
TURKEY 

mist A Ty 
PU TARELL 

ECZACIBAS] ILAC, . ULEBURGAZ. } . UARELI. 

TURKEY 
DIVPHARM MANUFACTURING & PA UK AGING, 

LONGDALE, JOHANNESBURG, RS“ 

ECZACIBASI ILAC, LULEBURGAYZ, i's KL ARELL 

TURKEY 
CONSULTING CHEMICAL LABORAT:)PJUS. 

STAR STREET, BOKSBURG, RSA 

ANALYTICON, SEMPTON PARK, Ei. ’ 

HEXAL PHARMA, WESTMEAD, R* 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0500 

CEFTRIAXONE-HEXAL 2 G 

INJECTION 

EACH VIAL CONTAINS: 

CEFTRIAXONE SODIUM EQUIVALEN ? TO 

CEFTRIAXONE 2,0 g 

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

HEXAL PHARMA (SA) (PTY) LTD 

ECZACIBASI ILAC, LULEBURGAZ, KIRIKLARELI, 
TURKEY 

ECZACIBAS]I ILAC, LULEBURGAZ, *.| 

TURKEY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG, RSA 

. <LARELT, 

ECZACIBASI ILAC, LULEBURGAZ, KIRKLARELT, 
TURKEY 

CONSULTING CHEMICAL LABORATORIES. 

STAR STREET, BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, Rs 

HEXAL PHARMA, WESTMEAD, RS/ 

24 months 

17 SEPTEMBER 2004 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0510 

RAMIPRIL-HEXAL 1,25 MG 

TABLET 

EACH TABLET CONTAINS: 

RAMIPRIL 1,25 me 

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

HEXAL PHARMA (S.A.) (PT) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

HEXAL AG, HOLZKIRCHEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA. RSA 

HEXAL AG, HOLZKIRCHEN, GERMANY 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRIA, RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

8 APRIL 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: ° 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0511 

RAMIPRIL-HEXAL 2,5 MG 

TABLET 

EACH TABLET CONTAINS: 
RAMIPRIL 2,5 mg 

1, 2.3, 4, 5, 6,7 

HEXAL PHARMA (S.A.) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

HEXAL AG, HOLZKIRCHEN. GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, R5:A 

HEXAL AG, HOLZKIRCHEN, GERMANY 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA. RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

8 APRIL 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0512 

RAMIPRIL-HEXAL 5 MG 

TABLET 

EACH TABLET CONTAINS: 

RAMIPRIL 5,0 mg. 

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

HEXAL PHARMA (S.A.) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

HEXAL AG, HOLZKIRCHEN. GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, RS.\ 

HEXAL AG, HOLZKIRCHEN, GERMANY 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK. RSA 
PHARMA-Q, INDUSTRIA. R5A 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

8 APRIL 2005
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0513 

RETACE 1,25 MG 

TABLET 

EACH TABLET CONTAINS: 
_ RAMIPRIL 1,25 me 

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

HEXAL PHARMA (S.A.) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

HEXAL AG, HOLZKIRCHEN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL AG, HOLZKIRCHEN. GERMANY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRIA. RSA 
HEXAL PHARMA, WESTMEAD, RSA 

24 months 

8 APRIL 2005 
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MRF 15 (MBR 15) 

  

Registration number: 37/7.1.3/0514 

Name of medicine: RETACE 2,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

RAMIPRIL 2,5 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: HEXAL PHARMA (S.A.) (PTY) LTD 

Manufacturer: HEXAL AG, HOLZKIRCHEN, GERMANY 

Packer: ~ HEXAL AG, HOLZKIRCHEN. GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA. RSA 

Laboratory: HEXAL AG, HOLZKIRCHEN, GERMANY 

CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG. RSA 
ANALYTICON, KEMPTON PARK. RSA 
PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 8 APRIL 2005 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/7.1.3/0515 

RETACE 5,0 MG 

TABLET 

EACH TABLET CONTAINS: 
RAMIPRIL 5,0 mg 

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

HEXAL PHARMA (S.A.) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN. GERMANY 

HEXAL AG, HOLZKIRCHEN. GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL AG, HOLZKIRCHEN. GERMANY 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG. RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA. R5.\ 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

8 APRIL 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.2/0516 

BISOHEXAL 5 

TABLET 

EACH TABLET CONTAINS: 

BISOPROLOL FUMARATE 5,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.2/0517 

BISOHEXAL 10 

TABLET 

EACH TABLET CONTAINS: 

BISOPROLOL FUMARATE 10,0 mg 

E22, 3y My 8 87 

HEXAL PHARMA (SA) (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

11 FEBRUARY 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/20.1.1/0518 

Name of medicine: CEFUROXIME-HEXAL 125 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 
CEFUROXIME 125,0 mg 

Conditions of registration: 1, 2,3, 4,5, 6,7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

Packer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

Laboratory: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.1.1/0519 

CEFUROXIME-HEXAL 250 

TABLET 

EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 
CEFUROXIME 250,0 mg 

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

HEXAL PHARMA (SA) (PTY) LTD 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 
PHARMA-Q, INDUSTRIA, RSA 

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA 

HEXAL PHARMA, WESTMEAD, RSA 

24 months 

18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 37/20.1.1/0520 

Name of medicine: CEFUROXIME-HEXAL 500 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 

CEFUROXIME AXETIL EQUIVALENT TO 
CEFUROXIME 500,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

Packer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, RSA 

PHARMA-Q, INDUSTRIA, RSA 

Laboratory: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY 

CONSULTING CHEMICAL LABS, STAR STREET, 

BOKSBURG, RSA 

ANALYTICON, KEMPTON PARK, RSA 

PHARMA-Q, INDUSTRIA, RSA , 

HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 18 MARCH 2005 
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MRF 15 (MBR 15) 
  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/20.2.2/0544 

CANCIDAS 50 MG INJECTION 

INJECTION 

EACH VIAL CONTAINS: 
CASPOFUNGIN ACETATE EQUIVALENT TO 
CASPOFUNGIN 50,0 mg 

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

MSD (PTY) LTD 

MERCK & CO, WEST POINT, PA, USA 

MERCK & CO, WEST POINT, PA, USA 

MERCK SHARP & DOHME, HAARLEM, 

THE NETHERLANDS 

MSD, HALFWAY HOUSE, RSA 

MERCK & CO, WEST POINT, PA, USA 

MERCK SHARP & DOHME, HAARLEM, 

THE NETHERLANDS 

MSD, HALFWAY HOUSE, RSA 

24 months 

12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 37/20.2.2/0545 

Name of medicine: CANCIDAS 70 MG INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CASPOFUNGIN ACETATE EQUIVALENT TO 
CASPOFUNGIN 70,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: MSD (PTY) LTD 

Manufacturer: MERCK & CO, WEST POINT, PA, USA 

Packer: MERCK & CO, WEST POINT, PA, USA 
MERCK SHARP & DOHME, HAARLEM, 
THE NETHERLANDS 
MSD, HALFWAY HOUSE, RSA 

Laboratory: MERCK & CO, WEST POINT, PA, USA 

MERCK SHARP & DOHME, HAARLEM, 

THE NETHERLANDS 

MSD, HALFWAY HOUSE, RSA 

Shelf-life: 24 months 

Date of registration: 12 NOVEMBER 2004 
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MRF 15 (MBR 15) 

  

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

37/5.7.1/0547 

POLLENTYME S 

SYRUP 

EACH 5,0 ml SYRUP CONTAINS: 
LORATADINE 5,0 mg 

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

PHARMA DYNAMICS (PTY) LTD 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DIVPHARM MANUFACTURING & PACKAGING, 

LONGDALE, JOHANNESBURG, RSA 

PHARMACEUTICAL ENTERPRISES. N’DABENI. 

RSA 

DELTA LTD, HAFNARFJORDUR, ICELAND 

CONSULTING CHEMICAL LABORATORIES, 

STAR STREET, BOKSBURG, RSA 

PHARMA DYNAMICS, WESTLAKE. RSA 

36 months 

23 JULY 2004 

  

  

  CONTINUES ON PAGE 289—ParT 2 
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