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

NOTICE 1893 OF 2003 

MEDICINES CONTROL COUNCIL 

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

1965). 

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

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

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

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

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

6. The first two production  batches  must  be  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. 

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

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

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

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

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

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

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

14. The strains of the master  seed  viruses must be  approved  by the 
Department of Health  for  each  year. 
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Registration numbedRegistrasienommer: 36/2.5/0409 

Name of medicine/Naam van medisyne: TRILEPTA L ORAL SUSPENSION 

Dosage form/Doseringsvorm: SOLUTION/OPLOSSII\IC 

Active ingredients/Aktiewe bestanddele: 
EACH 5,0 ml SOLUTION CONTAINSELKE 5,O 1111 OPLOSSING BEVAT : 
OXCARBAZEPINE 300,O mg 

Conditions of registrationNoorwaardes vir registrasi e: 

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

AppiicadApplikant: NOVARTIS SOUTH AFRICA (PTY) LTD 

ManufacturerNervaardiger: NOVARTIS, HUNINN! E FRANCE 

PaclterNerpakker: 

LaboratoqLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

NOVARTIS, HUNINGUE FRANCE 

NOVARTIS, HUNING U E FRANCE 
INSPECTORATE M 8: I,, ORMONDE RSA 
NOVARTIS, SPARTAN  ISEMPTON PARK RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 
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Registration numberRegistrasienommer: 36/5.4/0~-48 

Name of medicine/Naam van medisyne: DETRUSII’OI., SR 2 MG 

Dosage form/Doseringsvom:  CAPSULESKAPSULES 

Active ingredients/Alstiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE BEVAT: 
TOLTERODINE L-TARTRATE 270 mg 

Conditions of registrationlvoorwmdes vir registrasie: 

ApplicandApplikant: PHARMACIA  SOUTH AFRIC .4 (PTY) LTD 

ManufacturerNervaardiger: INTERNATIONAL PI<( ICES COW, WINCHESTER 
KENTUCKYUSA 

PackerNerpakker:  ANDERSON  PACKAGING, ILLINOIS, USA 
PHARMACIA & UP.TOI-[N, ASCOLI PICENO ITALY 
PHAFWACIA & UPJOI-N, MICHIGAN U.S.A 

Laboratory/Laboratorium: KHULULEKANI LABOMTORY SERVICES, 
MIDRAND RSA 
PHARMACIA & UPJOHN, ASCOLI PICENO ITALY 
PHARMACIA & UPJO€N, MICHIGAN U.S.A 
SOUTH AFRICAN BIJREAU OF STANDARDS, 
PRETORIA  RSA 
PHARMACIA SOUTI-I rlFRTCA, MIDRAND RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration numberRegistrasienommer: 36/5.4/0~!.49 

Name of medicine/Naam van medisyne: DETRUSITOL SR-4 MG 

Dosage form/Doseringsvorm: CAPSULESKAPSUIXS 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE EEVAT: 
TOLTERODINE L-TARTRATE 4,0 mg: 

Conditions of registratiofloonvaardes vir registrasie: 

ManufacturerNervaardiger: INTERNATIONAL PI{( )CES COW, WINCHESTER 
KENTUCKY USA 

PackerNerpaMter: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

ANDERSON PACUGI  NG, ILLINOIS, USA 
PHARMACIA & UPJOT-IN, ASCOLI PICENO ITALY 
PHARMACIA & UPJOI-[N, MICHIGAN U.S.A 

KHULULEKANI LABORATORY SERVICES, 
MIDRAND RSA 
PHARMACIA & UPJOI-lN, ASCOLI PICENO ITALY 
PHARMACLA & UPJOtlN, MICHIGAN U.S.A 
SOUTH AFRICAN BIJREAU OF STANDARDS, 
PRETORIA RSA 
PHARMACIA SOUTFI rlFRICA, MIDRAND RSA 

24 months/maande 

25 APRZT, 2003 
25 APRIL 2003 



10 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienomer: 36/20.:!.2/0453 

Name  of medicine/Naam van medisyne: AMBISOM E 

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

Active ingredientdAktiewe bestanddele: 
EACH VIAL CONTAINSELKE FLESSIE BEVAT : 
AMPHOTERICIN B 50,O mg 

Conditions of registratiordvoorwaardes vir registrasje: 

ApplicanUApplikant: KEY ONCOLOGICS (PTY) 1,T.D 

ManufacturerNervaardiger: GENSIASICOR PHARMACEUTICALS, IRVINE, 
CALIFORNIA USA 
GILEAD SCIENCES, S,4N DIMAS, CALIFORNIA USA 
MEDIMMUNE PHAIIJ\/[A  BV, NIJMEGEN, 
NETHERLANDS 

PackerNerpakker: GENSIASICOR PHNtMACEUTICALS, IRVINE, 
CALIFORNIA USA 
GILEAD SCIENCES, S,4N DIMAS, CALIFORNIA USA 
GILEAD SCIENCES, BLACKROCK, DUBLIN 
IRELAND 
MEDIMMUNE PHAKibIA  BV, NIJMEGEN, 
NETHERLANDS 

LaboratoryLaboratorium: GILEAD SCIENCES, SAN DIMAS, CALIFORNIA USA 
GILEAD SCIENCES, BLACKROCK, DUBLIN 
IRELAND 
KEY ONCOLOGICS, SANDTON RSA 

Shelf-life/Rakleeftyd: 3 6 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration numberRegistrasienommer: 36/34/0484 

Name  of medicine/Naam van  medisyne:  COMBIBIC SH-EL 00 

Dosage formlDoseringsvonn: SOLUTION/OPLOSSII\IG 

Active  ingredients/Alctiewe  bestanddele: 
EACH 1000,O ml SOLUTION CONTAINS/ELKE 1000,O ml OPLOSSING BEVAT: 
CALCIUM CHLORIDE 1,98 g 
GLUCOSE 9,o 2 
MAGNESIUM CHLORIDE HEXAHYDRATE 0,9 I g 
SODIUM CHLORIDE 4,21 g 

Conditions of registratiofloonvaardes vir registrasie: 

-Applicant/Applikant: B BRAUN MEDICAL (PTY) LTD 

Manufacturer/Vervaardiger:. B BRAUN  SCHIWA, G LANDORF GERMANY 

Paclter/Verpaklter: B BRAUN SCHIWA, GLANDOW GERMANY 

LaboratoryLaboratorium: B BRAUN SCHIWA, GLANDOW GERMANY 
INSPECTORATE M LI: L, ORMONDE RSA 
B BRAUN MEDICAL,, JWNDBURG RSA 

Shelf-lifemakleeftyd: 12 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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- 

Registration number/Registrasienommer: 37/7.1.3/0020 

Name of medicinemaam van  medisyne: EGIS PERINllOPEUL 4 MG 

Dosage form/Doseringsvorm: TABLET 

Active ingredientslAktiewe bestanddele: 
EACH  TABLET  CONTAINSELKX TABLET BEVAT: 
PERINDOPRIL 430 mg 

Conditions of registratiofloonvaardes vir registrasie: 

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

Applicant/Applikant: EGIS PHARMACEUTICALS SOUTH AFRICA (PTY) LTD 

ManufacturedVervadiger: 

PackerNerpaMter: 

Laboratory/Laboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

LES LABORATOIRES SERVIER IND. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLOIV, IRELAND 

LES LABORATOIRES SERVIER DID. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLOTV, IRELAND 
TECHNIKON LABOJVLTORIES, FLORIDA RSA 

LES LABORATOIRES SERVIER IND. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLOiV, IFELAND 
INSPECTORATE M & L, ORMONDE RSA 
EGIS PHARMACEUTICALS, ROBERTVILLE, RSA 

48 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 
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Registration numberRegistrasienommer: 37/7.1.3/0021 

Name of medicinernam van  medisyne: BIOGARAN PERINDOPRIL 4 MG 

Dosage forndDoseringsvo1-m: TABLET 

Active ingredients/&iewe  bestanddele: 
EACH  TABLET  CONTAINS/ELKE  TABLET  BEVAT : 
PERINDOPRIL 490 mg 

Conditions of registratiodvoonvaardes vir registrasie: 

~. 

1727  37 4, 5 7  6 7  

ApplicadApplikant: BIOGARAN SOUTH AFRICA (PTY) LTD 

ManufacturerNervaardiger: LES LABORATORE$ SERVIER IND. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLO\n7, IRELAND 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

LES LABORATOIRES SERVIER IND. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLOW, [RELAND 
TECHNIKON LABORATORIES, FLORIDA RSA 

LES LABORATOIRES SERVIER JND. FLEURY-LES- 
AUBRAIS FRANCE 
SERVIER, WICKLOW, IRELAND 
INSPECTORATE M & 1 ,, ORMONDE RSA 
BIOGARAN SA, RIVONIA RSA 

48 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 
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Registration numbedRegistrasienommer: 37/2 I. 5.1 /0022 

Name of medicine/Naam van medisyne: CIPLA-PRITjNISOLONE 15 MG/5 ML 

Dosage form/Doseringsvorm: SYRUP/STROOP 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SYRUP CONTAINSELISE 5,O m l  S'I'ROOP BEVAT : 
PREDNISOLONE 15,O mg 

Conditions of registratiofloonvaades vir registrasie: 

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD 

ManufacturerNervaadiger: MEDIORALS LABOIV,,TORIES,  MAHARASHTRA 
INDIA 

PackedVerpakker: MEDIORALS LABORATORIES, MAHARASHTRA 
INDIA 

LaboratoryLabratorium: MEDIORALS LABOM.TORIES,  MAHARASHTRA 
INDIA 
CIPLA-MEDPRO, ROSENPARK RSA 

Shelf-1ifeiRakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration nwnberRegistrasienommer: 37/2.7iO 1 04 

Name of medicinernam van medisyne: DAS-FENTA NYL 0,l MG/2 ML 

Dosage form/Doseringsvorm: INJECTION/INSPUITIlJG 

Active ingredients/Aktiewe bestanddele: 
EACH 2,O ml AMPOULE  CONTAINS/ELKE 2,O ml .AMPULE BEVAT : 
FENTANYL  CITRATE EQUIVALENT TO  FENTAFYL 0,l mg 

Conditions of registratiodVoonvaardes vir registrasje: 

1,2,37 4, 5,  6 7  7 

ApplicadApplikant:  EDUAN STOLTZ 

ManufacturerNervaardiger: BODENE, PORT ELIZABETH, RSA 

PaclterNerpakker: 

Laboratory/Laboratoriwn: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

BODENE, PORT ELIZABETH, RSA 
DNPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 
PHARMA NATUFL4. S 4NDTON RSA 

BODENE, PORT ELIZABETH, RSA 
COLUMBIA PHARMACEUTICALS, BOKSBURG RSA 
INSTITUTE FOR PHARMACEUTICAL 
SERVICES,BOKSBURG  RSA 
SYNTHON B.V.,THE NETHERLANDS 
EDUAN STOLTZ, PRETORIA RSA 

3 6 months/maande 

25 APRIL 2003 
25 APRIL 2003 
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Registration numberRegistrasienommer: 37/2.7/0i 05 

Name of medicine/Naam van medisyne:  DAS-FENTANYL, 0,5 MGI10 ML 

Dosage fodDoseringsvorm: INJECTION/INSPUITING 

Active ingredients/Aktiewe bestanddele: 
EACH 10,O ml AMPOULE CONTAINSELKE 10,O 1711 AMPULE BEVAT : 
FENTANYL CITRATE EQUIVALENT TO FENTAKYL 0,5 mg 

Conditions of registrationNoonvaardes vir registrasie: 

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

Applicant/Applikant: EDUAN STOLTZ 

ManufacturerNervaardiger: BODENE, PORT ELIZABETH, RSA 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

BODENE, PORT ELKABETH, RSA 
DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE RSA 
PHARMA NATURA, SANDTON RSA 
WRAPSA, CENTURIOIV RSA 

BODENE, PORT ELIZABETH, RSA 
COLUNBIA PHARMACEUTICALS, BOKSBURG RSA 
INSTITUTE  FOR PHARMACEUTICAL 
SERVICES,BOKSBURG RSA 
SYNTHON B.V.,THE NETHERLANDS 
EDUAN STOLTZ, PRETORIA RSA 

24 rnonths/maande 

25 APRIL 2003 
25 APRIL 2003 
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Registration number/Registrasienommer: 3 7/20.:!. P/O 1 1 0 . 

Name of medicinemaam van medisyne: AP STAVUD  WE 15 MG 

Dosage form/Doseringsvorm: CAPSULES/KAPSUI ,ES 

Active ingredients/Altiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE :BEVAT : 
STAVUDINE 15,O mg 

Conditions of registration/voonvaades vir registrasie: 

Applicant/Applikant: PHARMACARE LIMITED 

ManufacturerNervaardiger: LENNON LTD, PORT ELIZABETH RSA 

PackedVerpakker: LENNON LTD, PORT I :LIZABETH RSA 

LaboratoryLaboratorium: LENNON LTD, PORT ELIZABETH RSA 
PHARMACARE LTI), PORT ELIZABETH RSA 

Shelf-life/Raldeefd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration numberRegistrasienommer: 37120.2.I:/0111 

Name of medicinemaam van medisyne: AP STAVUDINE 20 MG 

Dosage forfloseringsvornx CAPSULES/KAPSUI.ES 

Active ingredientdmiewe bestanddele: 
EACH CAPSULE  CONTAINSELKE JSAPSULE BE\fAT: 
STA4VUDINE 20,O mg 

Conditions of registratiowlroorwaardes vir  registrasi e: 

L2,3,4,5,6,  7 

ApplicadApplikant: PHARMACARE LIMITED 

Manufacturer/Vervaardiger: LENNON LTD, PORI’ ELIZABETH RSA 

Pacler/Verpal&er: LENNON  LTD, PORT I’LTZABETH RSA 

Laboratory/Laboratorium: LENNON LTD, PORl’ ELIZABETH RSA 
PHARMACARE LTC, I’ORT ELIZABETH RSA 

Sl1elf-life/Rakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration numberRegistrasienommer: 37/20 .?V/O 1 12 

Name of medicine/Naam van medisyne: AP STAVUDINE 30 MG 

Dosage form/Doseringsvorm: CAPSULES/KAPSULES 

Active ingedients/Aktiewe bestanddele: 
EACH CAPSULE CONTAR\JS/ELKE KAPSULE EEVAT : 
STAVUDINE 30,O mg 

Conditions of registratiordvoonvaardes vir registrasje: 

Applicant/Applikant: PHARMACARE LIMITED 

ManufacturerNervaardiger: LENNON LTD, PORT ELIZABETH RSA 

PaclterNerpakker: LENNON LTD, PORT ELIZABETH RSA 

LaboratoryLaboratoriium: LENNON LTD, PORI’ I-ILIZABETH RSA 
PHARMACARE LTE, PORT ELIZABETH RSA 

Shelf-lifeRakleeftyd: 24  monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration numberRegistrasienommer: 3 7/20 2 .  $YO 1 1 3 

Name of medicinemaam van medisyne: AP STAVL;D N E  40 MG 

Dosage form/Doseringsvorm: CAPSULESKAPSUI ,ES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINWELKE KAPSULE BEVAT: 
STAVUDINE 40,O mg 

Conditions of registratiofloorwades vir registrasi e: 

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

Applicant/Applikant: PHARMACARE LIMITED 

ManufactwerNervaardiger: LENNON LTD, PORI’ JlLIZABETH RSA 

PackerNerpakker: LENNON LTD, POR r ELIZABETH RSA 

Laboratory/Laboratorium: LENNON LTD, PORT ELIZABETH RSA 
PHARMACARE .LTD. PORT ELIZABETH RSA 

Shelf-1ifeiRakleefd: 24  monthdmaande ’’ 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration nunlber/Registrasienonmer: 36/2.9/0 1 19 

Name of medicine/Naam van medisyne: RAYZON 2 0  MG IV/IM 

Dosage fornfloseringsvorm: INJECTION/INSPU11’1TdG 

Active ingredients/Aktiewe bestanddele: 
EACH 1 ,O ml SOLUTION CONTAINSELKE 1 ,O 1111 OPLOSSNG BEVAT: 
PARECOXIB SODIUM EQUIVALENT TO 
PARECOXIB 20,O mg 

Conditions of registratiofloorwaardes vir registrasje: 

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

ApplicantlApplikant: PHARMACIA SOUTH AFRIC ?i (PTY) LTD 

ManufacturerNervaardiger: BEN VENUE LABOFATORIES, OHIO USA 
WASSERBURGER A R SNEIMITTELWERJS, 
WASSERBURG GERMANY 

PackerNerpakker: 

Laboratory/Laboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

BEN VENUE LABORATORIES, OHIO USA 
WASSERBURGER AR <NEIMITTELWE.RK, 
WASSERBURG GERMANY 
PHARMACIA LTD, P J i  ) RTHUMERLAND UK 

BEN  VENUE LABOR A TORIES, OHIO USA 
WASSERBURGER A R ;I,NEIMITTELWERK, 
WASSERBURG GERM  ANY 
KHULULEJSANI  LAI :ORATORY SERVICES, 
MIDRAND  RSA 
SOUTH AFRICAN BiJl:EAU OF STANDARDS, 
PRETORIA  RSA 
PHARMACIA LTD,  I’.IC)RTHUMERLAND  UK 
PHARMACIA SOUTH  AFRICA, MIDRAND  RSA 

36 monthdmamde 

25 APRIL 2003 
25 APRIL 2003 
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- 

Registration number/Registrasienomer: 36/2.9/0 1 20 

Name of medicinemaam van medisyne: RAYZON i' 0 MG IVAM 

Dosage form/Doseringsvorm: INJECTION/INSPT_JI1 'I I J G 

Active ingredientdAktiewe bestanddele: 
EACH 5,O ml VIAL CONTAINS/ELKE 5,O ml FLES! [E BEVAT: 
PARECOXIB SODIUM EQUIVALENT TO PARECOXTB 40,O mg 

Conditions of registratiofloonvaardes vir registrasi e: 

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

Applicant/Applikant: PHARMACM  SOUTH AFRl c' I\ (PTY) LTD 

ManufacturernTervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

BEN VENUE LABORATORIES, OHIO USA 
SEARLE, CARR, BAX( :ELONETA, PUERTO RTCO 
WASSERBURGER A R SNEIMITTELWERK, 
WASSERBURG GER h4 ANY 

BEN VENUE LABORATORIES, OHIO USA 
SEARLE, CARR, BAXf'ELONETA,  PUERTO FUCO 
WASSERBURGER A R SNEIMITTELWERK, 
WASSERBURG GER VANY 
PHARMACIA LTD, NQRTHUMERLAND UK 

BEN VENUE LABOR A TORIES, OHIO USA 
SEARLE, CARR, BAX<:ELONETA, PUERTO RICO 
WASSERBURGER A R TNEIMITTELWERK, 
WASSERBURG GER IV ANY 
KHULULEKANI LAIKRATORY SERVICES, 
MIDRAND RSA 
SOUTH AFRICAN E!Ji:EAU OF STANDARDS, 
PRETORIA RSA 
PHARMACIA LTD NOKTHUMERLAND UK 
PHARMACIA SOUTJ-I  AFRICA, MIDRAND RSA 

36 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 
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Registration number/Registrasienommer: 36/34/01 12 

Name of medicinemaam van medisyne: RAYZON h4L SOLVENT 

Dosage fomdDoseringsvorm: DILUENT FOR INJEC':'IONI 
OPLOSMIDDEL  VIR 1T.J SPUITING 

Active ingredients/Aktiewe bestanddele: 
EACH  AMPOULE CONTAINSELKE AMPULE BE dAT: 
SODIUM  CHLORIDE 18,O mg 

Conditions of registratiofloonvaardes vir registrasj e:  

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

Applicant/Appliltant: PHARMACIA  SOUTH  AFRl C \ (PTY) LTD 

Manufacturedvervaardiger: DOPPEL  FARMACEl J'"'IC1, ROZZANO, ITALY 

Paclter/Verpaklter: DOPPEL FARMACEI,J'~!'fCI, ROZZANO,  ITALY 

SaboratoryLaboratorimx DOPPEL  FARMACEl J'1 ICL ROZZANO,  ITALY 
KHULULEKANI LAIKR4TORY SERVICES, 
MIDRAND RSA 
SOUTH  AFRICAN BIJ I t EAU OF STANDARDS, 
PRETORIA  RSA 
PHARMACIA SOUI'I-I AFRICA, MIDRAND RSA 

Shelf-1ifeiRaldeeftyd: 3 6 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 
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Registration number/Registrasienommer: 36/20. i . I /0036 

Name  of medicinernam van medisyne: LILLY-CY(:I ,OSERINE 

Dosage form/Doseringsvorm: CAPSULESKAPSUI ,ES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE  CONTAINSELKE  KAPSULE BE VAT: 
CYCLOSERINE 250,O mg 

Conditions of registratiodVoonvaardes vir registrasje: 

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

ApplicadApplikant: ELI  LILLY (SA) (PTY) LTD 

ManufacturerNervaasdiger: ELI LTLLY , BASING:TOKE,  HAMPSHIRE UK 

PackerNerpakker: ELI  LILLY, BASING$3OKE, HAMPSHIRE UK 

LaboratoqdLaboratoriLun: ELI  LILLY, BASINGSITOKE, HAMPSHIRE UK 
SOUTH AFNCAN B1Jl:EAU OF STANDARDS, 
PRETORIA RSA 
ELI  LILLY, BRYANSTIN RSA 

Shelf-life/Raltleefd: 18 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 25 

Registration number/Registrasienonmer: 36/'?.3 .5 /  1.3 S4 

Name of medicinemaam van medisyne: CIALIS 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAOISELKE TABLET BEVA 1.: 
TADALAFIL 20,O mg 

Conditions of  registratiodVoorwaardes vir registrasi e: 

1,2, 3,4, 5 ,  6, 7 
Applicant/Applikant: ELI LILLY (SA) (PTY) LTD 

ManufacturerNervaardiger: ELI  LILLY, BASING:.'I OK.1-3, HAMPSHIRE UK 
ELI  LILLY,  LILLY 1'1I HNOLOGY CENTRE, 
INDIANAPOLIS, INU I /  h!,4 USA 

PackedVerpakker: ELI  LILLY,  BASING::'I'(>I<E, HAMPSHIRE UK 
LILLY SA, MADRID Sl)AlN 

LaboratoryLaboratorium: ELI  LILLY,  BASING: 'I':>ICE, HAMPSHIRE UK 
ELI LILLY,  LILLY Ti X 14NOLOGY CENTRE, 
INDIANAPOLIS, 1NT: I i i  NAUSA 
ELI  LILLY,  CORPORA I T  CENTRE INDIANAPOLIS 
INDIANA USA 
SOUTH AFRICAN E31 J 1 EAU OF STANDARDS, 
PRETORIA RSA 
ELI  LILLY, BRYANSl'slN RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



26 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberlRegistrasienomer: 37/2.7/0 1 04 

Name  of medicine/Naam van medisyne: DAS-FEN1 A NYL 0,l MGI2 ML 

Dosage formDoseringsvorm: INJECTION/NSPUI171\IG 

Active ingredients/Aktiewe bestanddele: 
EACH 2,O ml SOLUTION CONTAINSIELKE 2,O 1111 OPLOSSING  BEVAT: 
FENTANYL CITRATE  EQUIVALENT  TO FENTkJ YL 0,l mg 

Conditions of registratiofloorwaardes vir registmi e: 

Applicant/Appliltant: EDUAN  STOLTZ 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Raldeeftyd: 

Date of registration: 
Datum van registrasie 

BODENE,  PORT  ELI:Y,BETH,  RSA 

BODENE, PORT ELI:Y,BE'I'H,  RSA 
DIVPHARM MANUFA CTUEUNG AND  PACKAGING, 
LONGDALE  RSA 
PHARMA  NATURA, S WDTON RSA 
WRAPSA, CENTUIPI34 RSA 

BODENE, PORT ELLXBETH, RSA 
COLUMBIA  PHARMAL'EUTICALS,  BOKSBURG RSA 
INSTITUTE  FOR PHJ.11: R4 ACEUTICAL 
SERVICES,BOKSBURG  RSA 
SYNTHON  B.V.,THE 1\ ETI-IERLANDS 
EDUAN  STOLTZ, PR I\ I'ORTA RSA 

24 montldmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 27 

- 

Registration numberRegistrasienornmer: 00/2 1.0/5 

Name of medicinehlaam van medisyne: ADVOCIN 1 ::O 

Dosage fodDoseringsvorm: INJECTION/INSPUXJ’I !dG 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 ml SOLUTION CONTAINSELKE 1,O n i l  OPLOSSING BEVAT : 
DANOFLOXACIN 180,O mg 

Conditions of registratiofloonvaardes vir registrasie: 

ApplicandApplikant: PFIZER LABORATORIES (I’TY) LTD 

ManufacturerNervaardiger: PFIZER, AMBOISE FR W C E  

Paeker/Verpakker: PFIZER, AMBOISE F R W C E  

Laboratory/Laboratoriiunl: PFIZER, AMBOISE I’R ANCE 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORTA RSA 
PFIZER LABS, PIET5I 3”TZBURG RSA 

Shelf-life/Rakleeftyd: 24  monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



28 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: OO/2 1.1 /:’ 

Name of medicinehlaam  van medisyne: NOROCLAV I1qJECTION 

Dosage foldDoseringsvorm: INJECTION/INSPUII’I7 3 C 

Active ingredientdktiewe bestanddele: 
EACH 1,0 ml SUSPENSION CONTAINSELKE 1 ? O  1111 SUSPENSIE BEVAT: 
A,MOXYCILLIN TRIHYDRATE EQUIVALENT TO 
AMOXYCILLIN 140,O 1xg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULANIC ACID 35,0 1212 

Conditions of registratioflooxwaardes vir registrasi e: 

Applicant/Applit: NORBROOK LABORATORES S A .  (PTY) LTD 

ManufacturedVervaardiger: NORBROOK LABOR  ATClRIES, ARMAGH ROAD 
NEWRY NORTHERN J RELAND 

PackerNerpaklter: NORBROOK LABORATORIES, ARMAGH ROAD 
NEWRY NORTHERI’I 1 RELAND 

LaboratoqdLaboratorium: NORBROOK LABOIQ..TORIES, ARMAGH ROAD 
NEWRY NORTHERN [EELAND 
NORBROOK LABOIULTORIES, CENTURION, RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 25  APRIL 2003 
Datum van registrasie 25  APRIL 2003 



~ STAATSKOERANT, 18 JULIE 2003 No. 25200 29 

Registration mrnber/Registrasienonmer: 34/1.2/0 i 29 

Name of medicine/Naam van medisyne: RANFLOC:3 20 CAPSULES 

Dosage folmlDoseringsvorm: CAPSULES/KAPSUI,ES 

Active ingredients/Aktiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE BE V'AT: 
FLUOXETINE HYDROCHLORIDE EQUIVALENT 1'0 
FLUOXETINE 20,O mg 

Conditions of registratiofloorwaardes vir registrasje: 

Applicant/Appliltant:  RANBAXY  (SA)  (PTY) L.TD 

Manufacturer/Vervaardigkr: RANBAXY, PAONTA ;WHIB INDIA 

PackedVerpaldc  er: RANBAXY, PAONTti SAHIB INDIA 

LaboratoryLaboratorium: RANBAXY, PAONTA : ;AIS3 INDIA 
BIOCHEMICAL & S(:l'i3NTIFIC CONSULTANTS, 
HILTON RSA 
KHSJLULEKANI LAI:C')RATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUl39N RSA 

Shelf-life/Rakleeftyd: 24 montldmaande 

Date of registration: 25  APRIL  2003 
Datum van registrasie 25 APNL 2003 



30 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienomer: 34/20. i . I  /0348 

Name of medicine/Naam van medisyne: CEROXZM 1 :!5 TABLETS 

Dosage  formlDoseringsvo1-m: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET  CONTAINSELKE  TABLET  BEVAT: 
CEFUROXIME AXETIL EQUIVALENT TO CEFLiI: OXIME 125,O  mg 

Conditions of registratiofloorwaardes vir registrasi e: 

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

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

ManufacturerArervaardiger: RANBAXY, DEW AS IT 4 DIA 

Packer/Verpakker: RANBAXY,DEWAS ItJDIA 

LaboratoryLaboratorium: RANBAXY, DEWAS IEIDIA 
BIOCHEMICAL & S(XNT1FIC CONSULTANTS, 
HILTON RSA 
KHULULEKANI LAI;CXATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUI<113N RSA 

S11elf-life/Ralcleeftyd: 24 nlonths/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25  APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 31 

Registration nulnber/Registrasienommer: 34/20. i . I /OM9 

Name of medicine/Naam van medisyne: CEROXIM 2:;O TABLETS 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 

C E F U R O X "  AXETIL  EQUIVALENT TO CEFL'ROXME 250,O mg 
EACH TABLET CONTAINSELKE TABLET BEVART: 

Conditions of registrationiVoorwaardes vir registrasie: 

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

AppIicanb'Applikant:  RANBAXY (SA) (PTY) LTC 

Manufacturer/Vervaardiger: RANBAXY,  DEWAS ITJDIA 

Packer/Verpakker: RANBAXY, DEWAS INDIA 

Labcratory/Laboratorium: RANBAXY,  DEWAS  II'IDIA 
BIOCHEMICAL & S(:I!<NTIFIC CONSULTANTS, 
HILTON RSA 
KHULULEKANI LAtrC%4TORY SERVICES, 
MIDRAND  RSA, 
RANBAXY, CENTUJLT(3N RSA 

Shelf-IifeiRakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



32 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienonlmer: 34/20..! .1/0350 

Name  of  medicineNaam van medisyne: CEROXIM 5(  10 TABLETS 

Dosage form/Doseringsvonn: TABLET 

Active ingredientsltuctiewe bestanddele: - 
EACH TABLET CONTAINSELKE TABLET BEVAI': 
CEFUROXIME  AXETIL EQUIVALENT TO CEFl JT:OXIME 500,O mg 

Conditions of registratiofloonvaardes vir registrasi e: 

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

ManufacturerNervaardiger: RANBAXY, DEWAS 1 3  CIA 

PackedVerpaklter: RANBAXY,DEWAS N 1 I . A  

LaboratoryLaboratorium: RANl3AXY, DEWAS WDIA 
BIOCHEMICAL & SCIF.NT1FIC CONSULTANTS, 
HILTON RSA 
KHULULEKANI LAB0 [WTORY SERVICES, 
MIDRAND RSA 
RANBAXY, BRYANST3N  RSA 

Shelf-IifeRaltleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL, 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 33 

Registration numberA2egistrasienommer: 34/20.1. I /035 I 

Name of medicinemaam van  medisyne:  MAGNASF'O R 125 TABLETS 

Dosage fodDoseringsvorrn: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINS/ELISE TABLET BEVAT: 
CEFUROXIME AXETIL EQUIVALENT TO CEFIIR OXIME 125,O mg 

Conditions of registrationlvoorwaardes vir registrasi e: 

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

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

Manufacturer/Vervaardiger: RANBAXY, DEWAS ITJDIA 

PaclterNerpakker: RANBAXY,  DEWAS INDIA 

Laboratory/Laborato~lm: RANBAXY, DEWAS l?'IDIA 
BIOCHEMICAL & S(XNT1FIC CONSULTANTS, 
HILTON RSA 
KHULULEKANI LAtKIhITORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUItP3N RSA 

Shelf-life/Raltleeftyd: 24  months/mamde 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



34 No. 25200 

~~~ ~~ 

GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 34/20. I .1/0352 

Name of medicinemaam van  medisyne: MAGNASW R 250 TABLETS 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH  TABLET CONTAINS/ELKE TABLET BEVA T : 
CEFUROXIME AXETIL EQUIVALENT TO CEFI.% OXIME 

Conditions of registratiofloonvaardes vir registrasi e: 

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

250,O mg 

Manufachu-erlvelvaardiger: RANBAXY, DEWAS INDIA 

Packerlverpakker: RANBAXY, DEWAS I r  JDlA 

Laboratory/Laboratorium: RANBAXY, DEWAS NDIA 
BIOCHEMlCAL & SC1 ENTIFIC CONSULTANTSy 
HZLTON RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTU RiON RSA 

Shelf-lifelRaldeefd: 24 montldmaande 

Date of registration: 25 APML 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 35 

Registration numberRegistrasienommer: 34/20.] . I /0353 

Name of medicine/Naam van medisyne: MAGNASFOR 500 TABLETS 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH  TABLET CONTAINS/ELKE TABLET  BEVAT: 
CEFUROXIME AXETIL EQUIVALENT TO  CEFI'ROXIME 500,O mg 

Conditions of registratiofloonvaardes vir registrasie: 

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

ManufactwerNervaardiger: RANBAXY, DEWAS IT'dDIA 

PaciterNerpalcker: RANBAXY, DEWAS IPJDIA 

LaboratolylLaboratorium: RANBAXY, DEWAS Ii'lDIA 
BIOCHEMICAL & S(:I!:NTIFIC CONSULTANTS, 
HILTON.RSA 
KHULULEKANI LAI:OMTORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUl<TI3N RSA 

Shelf-life/Raltleefd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



36 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

_. 

Registration number/Registrasienommer: 34/7.1.3/,3433 

Name of medicine/Naam van medisyne: CARLOC 12.5 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH  TABLET  CONTAINS/ELKE  TABLET BEVA 1' : 
CARVEDILOL 12,5 mg 

Conditions of registratiofloorwaardes vir registrasje: 

ApplicantlApplikant: CIPLA-MEDPRO (PTY) LTI) 

ManufacturerNervaardiger: CIPLA  LTD, VIKHROI. I INDIA 

PackerNerpakker: CIPLA LTD, VIKHR( )I- I INDIA 

LaboratoryLaboratorium: CIPLA LTD, VII(HRO1 ,I  INDIA 
CIPLA-MEDPRO, R0Y)ENPARK  RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 37 

Registration number/Registrasienommer: 34/34/0452 

Name of medicinernam van medisyne: PLATELE1' ..',DDITIVE SOLUTION (T-SOL) 

Dosage form/Doseringsvolm: SOLUTION/OPLOSS ING 

Active ingredients/Aktiewe bestanddele: 
EACH 1000,O ml SOLUTION CONTAINSELKE 10(!0,0 ml  OPLOSSING BEVAT: 
SODIUM ACETATE 4,080 g 
SODIUM CHLORIDE 6,750 g 
SODIUM CITRATE 2,940 g 

Conditions of registratiofloorwades vir registrasie: 

Applicant/Applikant: ADCOCK INGRAM LTD  (CRITICAL CARE) 

ManufacturedVervadiger: BAXTER, LESSINES BELGIUM 

PackerNeqakker: BAXTER, LESSINES BELGIUM 
ADCOCK INGRAM (:1;.ITICAL CAFE, 
JOHANNESBURG, R SJ4 

LaboratoqdLaboratorium: BAXTER, LESSINES E ELGIUM 
ADCOCK INGRAM CF.ITICAL CARE, 
JOHANNESBURG, R SA 

Shelf-life/Rakleeftyd: 18 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



38 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 35/16/00 1 5 

Name of medicinemaam  van medisyne: STREFEN 

Dosage form/Doseringsvorm: LOZENGESISUIGTA B LETTE 

Active  ingredientdAktiewe  bestanddele: 
EACH LOZENGE CONTAINSAZLKE  SUIGTABLI ':7 BEVAT: 
FLURBIPROFEN 8,75 mg 

Conditions  of registratiofloorwades vir registrslsj e: 

ApplicadApplikant: BOOTS HEALTHCARE (SOU'rH AFRICA) (PTY) LTD 

ManufacturerNervaardiger: BOOTS, NOTTINGHAM UK 

PackerNerpakker: BOOTS, NOTTINGH,I~JI T J K  

LaboratoqdLaboratorium: BOOTS, NOTTINGHAPA UK 
PHARMACEUTICAL  C'ONTRACTORS, ISANDO RSA 
RECKITT BENCKISI31 PHARMACEUTICALS, 
MOBENI  RSA 

Shelf-life/Raldeefd: 24 months/maande 

Date of registration: 25 APFUL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 39 

Registration number/Registrasienommer: 35/30. i /0030 

Name of medicinemaam van medisyne: FLUSONE-P,iS‘TEUR 

Dosage form/Doseringsvorrn: INJECTION/INSPUIl ‘ING 

Active ingredientdmiewe bestanddele: 
EACH 075 ml SOLUTION  CONTAINS/ELKE 0.5 1111 OPLOSSING BEVAT : 
INFLUENZA  VIRUS A/BEIJING/535/95 (HlNl) 15,O ug 

INFLUENZA  VIRUS  B/YAMANASHI/166/98 
INFLUENZA  VIRUS  A/SYDNEY/5/97-LIKE (H3h 2 1 15,O L I ~  

Conditions ofregistratiordvoorwaades vir registrasie: 

Applicant/Appliltant: AVENTIS PHARMA (PTY) I ,‘I ‘ 1 3  

Manufacturer/Vervaadiger: AVENTIS  PASTEUR. 5 WIFTWATER USA 

Paclter/Verpal&er : AVENTIS  PASTEUR, S UIFTWATER USA 

Laboratory/Laboratorium: AVENTIS  PASTEUR,  S’NIFTWATER USA 
AVENTIS PHARMA, PORT  ELIZABETH RSA 
AVENTIS PHARMA, vt ArrLoo RSA 

Shelf-life/Raltleefd: 12 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



40 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 35/15.4/0089 

Name of medicinehlaam van medisyne: MINIMS 1’I:OXYMETACANE & 
FLUORES(IE1N 

Dosage form/Doseringsvorm: DROPS/DRUPPEI,S 

Active ingredientdAktiewe bestanddele: 
EACH 0,5 ml SOLUTION CONTAINSELKE O S  1211 OPLOSSING BEVAT: 
FLUORESCEIN SODIUM 0.00 25 g 
PROXYMETACAINE  HYDROCHLORIDE 0,0025 g 

Conditions of registrationNoorwades vir registrasj e: 

Applicant/Applikant: SMITH & NEPHEW  PHARMk.CEUTICALS (PTY)  LTD 

Manufacturer/Vervaardiger: CHAUVIN PHARMA C .ZUTICALS, UK 

PaclterNerpaldcer: CHAWIN PHARMRC5UTICALS, UI< 
SMITH &NEPHEW, PINETOWN RSA 

LaboratolylLaboratorium: CHAUVIN PHARMA-  <’;3UTICALS, UK 
SMITH & NEPHEW, PINETOWN RSA 

Shelf-life/Ralcleefd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 41 

Registration numbedRegistrasienommer: 35/2.5/0099 

Name of medicine/Naam van medisyne:  NEURONTIP! 600 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEV AT: 
GABAPENTIN 600,O mg 

Conditions of registratiofloorwaardes vir registrasj e: 

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

ApplicadApplikant: PFIZER  LABORATORIES (I T Y )  LTD 

ManufacturerNervaardiger: PARISE-DAVIS, VEG.4 BAJA, PUERTO RICO 

PaclterNerpaklter: PARKE-DAVIS, VEG.4 BAJA, PUERTO RICO 
GOEDECKE, FRETBURG GEFWANY 
WARNER-LAMBERT  F-ETREAT RSA 

LaboratoryLaboratorium: PARKE-DAVIS, VEGA RAJA, PUERTO RICO 
GOEDECKE,  FREIBU :<(? GElZMANY 
WARNER-LAMBERT. F.ETREAT RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



42 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration nurnberPRegistrasienommer: 35/2.5/0 I 00 

Name of medicine/Naam van medisyne:  NEURONTIN 800 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Altiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEV A T  : 
GABAPENTIN 800,O mg 

Conditions of registratiodVoorwaardes vir registrasie: 

Applicant/Applilant: PFIZER LABORATORIES (I’TY) LTD 

ManufacturerNervaardiger: PARKE-DAVIS,  VEG.4  BAJA, PUERTO RICO 

PackedVerpakker: PARICE-DAVIS,  VEG 4 RAJA, PUERTO RICO 
GOEDECKE, FREIBURc? GERMANY 
WARNER-LAMBERT..  F-ETREAT RSA 

Laboratory/Laboratoriunl: PARKE-DAVIS, VEG,l BAJ A, PUERTO RICO 
GOEDECKE, FREIBURS GERMANY 
WARNER-LAMBERi . ItETREAT RSA 

Shelf-lifeRaldeefd: 24 mnonths/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 43 

Registration numbedRegistrasienommer: 35/2 1.1 0 ’0 135 

Name of medicine/Naam van medisyne: PUREGON 5 1 IU/0,5 ml 

Dosage fordDoseringsvorm: INJECTION/INSPUI1’IT.IG 

Active ingredientslktiewe bestanddele: 
EACH 0,5 ml SOLUTION CONTAINSELKE 0,5 1111 OPLOSSING BEVAT : 
FOLLITROPIN  BETA 50,O iu 

Conditions of registratiofloorwaardes vir registrasj  e: 

Applicant/Applikant: DONMED PHARMACEUTICALS (PTY) LTD 

ManufacturerNervaardiger: NV ORGANON, OSS NETHERLANDS 
ORGANON  LTD, DUB C I N  IRELAND 

PaclterNerpakker: NV ORGANON, OSS NETHERLANDS 
ORGANON LTD, DUi3I ,TN IRELAND 
ADCOCK INGRAM L’l’:l, WADEVILLE  RSA 

LaboratoryLaboratorium: NV ORGANON, OSS NETHERLANDS 
ORGANON  LTD,  DU?3I , I N  IRELAND 
ADCOCK INGRAM LT9. WADEVILLE RSA 

Shelf-life/Raltleeftyd: 3 6 monthdmaande 

Date of registration: 25 APRIL 2003 
Damn van registrasie 25 APRIL 2003 



44 No. 25200 

~ ~- 

GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 3 5/2 1.1 0 ‘0 1 36 

Name of medicine/Naam van medisyne: PUREGON 1 r)O IU/0,5 ML 

Dosage formDosenngsvorm: INJECTION/INSPUITII.JG 

Active ingredientslAktiewe bestanddele: 
EACH 0,5 ml  SOLUTION  CONTAINSIELKE 0,5 nil OPLOSSING BEVAT: 
FOLLITROPIN  BETA 100,O iu 

Conditions of registrationlvoonvades vir registrasj e: 

ApplicadApplikant: DONMED PHARMACEUTICALS (PTY)  LTD 

ManufacturerNervaardiger: NV ORGANON, OS’S WETHERLANDS 
ORGANON LTD, DUBXN IRELAND 

PaclcerNerpakker: NV ORGANON, OSS NETHERLANDS 
ORGANON LTD, DUI3I ,IN IRELAND 
ADCOCK INGRAM LTD, WADEVILLE  RSA 

LaboratoryLaboratorium: NV  ORGANON, OSS NETHERLANDS 
ORGANON LTD, DUJ31,IN IRELAND 
ADCOCK INGRAM LT3, WADEVILLE RSA 

Shelf-life/Raldeeftyd: 36 months/maande 

Date of registration: 25  APRIL 2003 
Datum van registrasie 25  APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 45 

. 

Registration number/Registrasienommer: 35/2 1. i 0 '0 1 3 7 

Name of medicine/Naanl van medisyne: PUREGON 1 50 TU/0,5 ML 

Dosage form/Doseringsvom: INJECTION/INSPUI? 'I Id G 

Active ingredientdAktiewe bestanddele: 
EACH 0,5 ml SOLUTION CONTAINS/ELKE 0,5 1111 OPLOSSING BEVAT: 
FOLLITROPIN BETA 150,O iu 

Conditions of registratiofloorwaardes vir registrasie: 

ApplicantlApplikant: DONMED  PHARMACEUTIt z / d S  (PTY) LTD 

ManufacturerNervaardiger: NV  ORGANON, OSS NETHERLANDS 
ORGANON LTD, DU I3 LIN IRELAND 

PackerNerpakker: NV ORGANON, OSS NETHERLANDS 
ORGANON LTD, DUBLIN  IRELAND 

ADCOCK INGRAM LT9, WADEVILLE RSA 

LaboratoryLaboratorium: NV ORGANON, OSS N ETHERLANDS 
ORGANON LTD, DUi3IJN IRELAND 
ADCOCK INGRAM LT9, WADEVILLE RSA 

Shelf-1ifeRakleeftyd: 3 6 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRTL 2003 



46 No. 25200 

~~ ~~ 

I 

GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 3512 1 . i 0 ’0 13 8 

Name of medicinemaam van medisyne: PUREGON 2,30 IU/0,5 ml 

Dosage formlDoseringsvorm: JNJECTION/INSPUI1’1I~I G 

Active ingredientdktiewe bestanddele: 
EACH 0,5 ml SOLUTION CONTAINSIELKE 0,5 1111 OPLOSSING BEVAT : 
FOLLITROPIN  BETA 200,O iu 

Conditions of registratiofloorwaardes vir registrasie: 

ApglicantlApplikant: DONMED PHARMACEUTICALS (PTY) LTD 

Manufacturer/Vervaardiger: NV ORGANON, OSS N ETHEKANDS 
ORGANON LTD, DUB1 ,Dl  IRELAND 

PaclterNerpakker: NV ORGANON, OSS N l<TI-IERLANDS 
ORGANON LTD, DUI31 IN IRELAND 
ADCOCK INGRAM LTD, WADEVILLE RSA 

LaboratoryLaboratorium: NV ORGANON, OSS N ETI-IERLANDS 
ORGANON LTD, DUI31,ICN IRELAND 
ADCOCK INGRAM LT9, WADEVILLE  RSA 

Shelf-life/Raldeeftyd: 3 6 months/maande 

Date of registration: 25  APRIL 2003 
Datum van registrasie 25  APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 47 

Registration number/Registrasienomnler: 35/1.2!0 45 

Name of 1nedicinebJaa.m van medisyne: ADCO-MOC.,OBEMIDE 150 MG 

Dosage forrdloseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTANSELKE TABLET  BEVAT : 
MOCLOBEMIDE 150,O mg 

Conditions of registratiofloorwaardes vir registrasje: 

ApplicadApplikant: ADCOCK INGRAM LTD 

ManufacturerNervaardiger: DRAGENOPHARM, 'TI TTMONING,  GERMANY 

Packermerpakker: DRAGENOPHARM,  'TITTMONING,  GERMANY 
MANUFACTURING  PACKAGING  FARMACA , 
HEERENVEEN  THE  NETHERLANDS 

LaboratoryLaboratorium: SYNTHON B.V.,THE KETHERLANDS 
ADCOCK  INGRAM  HEALTHCARE,  CLAYVILLE RSA 

Shelf-life/Raldeefd: 24 months/maande 

Date of registration: 25  APRIL  2003 
Datum van registrasie 25  APRIL 2003 



I I 

48 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 35/1.2/0 J 46 

Name of medicine/Naam van medisyne: ADCO-MOC  LOBEMIDE 300 MG 

Dosage.form/Doseringsvorm: TABLET 

Active ingredientslAktiewe bestanddele: 

MOCLOBEMIDE 300,O mg 
EACH TABLET CONTAINS/ELKE TABLET BEVAT: 

Conditions of registratiodVoorwaades vir registrasie: 

Applicant/Applikant: ADCOCK INGR4M LTD 

ManufacturerNervaardiger: DRAGENOPHARM, ' rl TTMONING,  GERMANY 

PackerNerpakIcer: DRAGENOPHARM, ~ ~ T M O ~ G ,  GERMANY 
MANUFACTURING PACKAGING FARMACA , 
HEEREWEEN TI-IE N?THERLmDS 

Laboratory/Laboratorium: SYNTHON B.V.,THE NETHERLANDS 
ADCOCK INGRAM HEALTHCARE, CLAYVELLE RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 25  APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 49 

Registration number/Registrasienommer: 35/2.5/0 I 67 

Name of medicine/Naam van medisyne: GRAND-Pri EFFERVESCENT HEADACHE 
POWDERS 

Dosage form/Doseringsvorm: POWDERROEIER 

Active ingredientdktiewe bestanddele: 
EACH SACHET CONTAINSELKE SAKKTE  BEV A'T': 
ASPIFUN 453,60 mg 
CAFFEINE 64,SO mg 
PARACETAMOL 324,O mg 

Conditions of registrationlVoorwaardes vir registrasje: 

Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD 

Manufacturer/Vervaardiger: SMITHKLINE BEECI-IAM PHARMACEUTICALS, 
EPPING RSA 

PackerNerpakker: SMITHKLINE BEECHAM PHARMACEUTICALS, 
EPPING RSA 

Laboratory/Laboratorium: SMITHKLINE  BEECIJAM PHARMACEUTICALS, 
EPPING RSA 

Shelf-1ifeRaldeeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



50 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 35/7.1.3/9209 

Name of  medicinemaam van medisyne:  SINOPREN 5 TABLETS 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAIIWELKE TABLET  BEVAT: 
LISINOPRIL 5,o mg 

Conditions of registratiofloorwaardes vir registras j e: 

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

ManufacturerNervaardiger: RANBAXY,  PAONTA  SAHIB  INDIA 

PaclterNerpakker : RANBAXY,  PAONTA 2 AHIB INDIA 

LaboratoryLaboratorium: RANBAXY, PAONTA S AI-IIB INDIA 
CENTRE  FOR QUALjTY ASSURANCE, 
POTCHEFSTROOM RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND RSA 
RANBAXY,  CENTURION RSA 

Shelf-life/Raltleefd: 24 monthdmaande 

Date of registration: 25  APRIL  2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 51 

Registration number/Registrasienommer: 35/7.1.3/9210 

Name of medicinemaam van  medisyne: SINOPEW 10 TABLETS 

Dosage form/Doseringsvorm: TABLET 

Active ingredientsihtiewe bestanddele: 
EACH TABLET CONTAINSRLKE TABLET BEVAT : 
LISINOPRIL 10,O mg 

Conditions of registrationlvoorivaardes vir registrasj e: 

ApplicantIApplikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervaardiger: RANBAXY, PAONTA :j AHIB INDIA 

PackerNerpakker: RANBAXY, PAONTA SAHIB INDIA 

LaboratoryLaboratorium: RANBAXY, PAONTA ! ;AHIB INDIA 
CENTRE FOR QUALlT Y ASSURANCE, 
POTCHEFSTROOM IClA 
KHULULEKANI LAIICbRATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUIWN RSA 

Shelf-lifehkleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



52 No. 25200 GOVERNMENT GAZETTE. 18 JULY 2003 

- 

Registration numberRegistrasienommer: 3Y7.1.3102 1 1 

Name of medicinemaam van medisyne: SINOPREN 20 TABLETS 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVA T : 
LXSINOPRIL  20,O mg 

Conditions of registratiofloonvaardes vir registrasi e: 

ApplicantIApplikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervaardiger: RANBAXY, PAONTA 5 AHIB  INDIA 

PackerNerpakker: RANBAXY, PAONTA SAHIB INDIA 

LaboratoryLaboratorium: RANBAXY,  PAONTA  SAHIB  INDIA 
CENTRE FOR QUALITY ASSURANCE, 
POTCHEFSTROOM RSA 
KHULULEKANI  LABORATORY  SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUR It )N RSA 

Shelf-life/Rakleeftyd: 24 monthslmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 53 

Registration hmber/Registrasienommer: 3.54 3.4.30375 

Name of medicinemaam van medisyne: ORATANE 10 MG 

Dosage fodoser ingsvorm: CAPSULESKAPSUIXS 

Active ingredientslktiewe bestanddele: 

ISOTRETINOIN 10,O mg 
EACH CAPSULE,CONTADJS/ELKl3  KAPSULE EEVAT: 

Conditions of registratiodvoonvaades vir registrasi e: 

Applicant/Applikant: PHARMAPLAN (PTY) LTD 

ManufacturedVervaardrdiger: SCA LOHNHERSTEI ,L UNGS, KITCHBERG 
ZWITZERLAND 

PackerNerpakker: 

Laboratory/Laboratorium: 

i 
Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

DOUGLAS PHARMACEUTICALS, AUCKLAND, 
NEW ZEALAND 

SCA LOHNHERSTEILUNGS, KITCHBERG 
ZWITZERLAND 
CONSULTING  CHEMICAL LAB, STAR STREET 
BOKSBURG RSA 
PHARMAPLAN, MIIlI.:AND RSA 

24 monthslmaande 

25 APYL 2003 
25 APRIL 2003 



54 No. 25200 

~~ 

GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 35/13.4.2/0376 

Name  of  medicinemaam van medisyne: ORATANE 20 MG 

Dosage form/Doseringsvorm: CAPSULESKAPSULES 

Active ingredientdAktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE BEVAT: 
ISOTRETINOIN 20,O mg 

Conditions of registrationNoonvaardes vir registrasie: 

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

Applicant/Applikant: PHARMAPLAN (PTY) LTD 

ManufacturerNervaardiger: SCA  LOHNHERSTEI ,LUNGS, KITCHBERG 
ZWITZERLAND 

PackerNerpakker: 

Laboratory/Laboratoriun: 

Shelf-lifemakleeftyd: 

Date of registration: 
Datum van registrasie 

DOUGLAS PHARMACEUTICALS, AUCKLAND, 
NEW ZEALAND 

SCA  LOHNHERSTELLUNGS, KITCHBERG 
ZWITZERLAND 
CONSULTING CHER4ICAL LAB, STAR STREET 
BOKSBURG RSA 
PHARMAPLAN, MIDRAND RSA 

24 months/maande 

25  APRIL 2003 
25  APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 55 

Registration numberRegistrasienommer: 35/10.:!.?/0397 

Name of rnedicinehlaam van  medisyne:  SINGULAIR 4 MG 

Dosage form/Doseringsvorm: TABLET 

Active ingredientdktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
MONTELUKAST SODIUM EQUIVALENT TO MONTELUKAST 4,o mg 

Conditions of registratiofloonvaardes vir registrasi e: 

ApplicanVApplikant: MSD (PTY) LTD 

PackerNerpaldter: MMD HAARLEM,  NE1'EIERLANDS 
MSD, HALFWAY HOLiSE RSA 

Laboratory/Laboratorium: MERCK SHARP & DOIIME, NORTHUMBERLAND 
UIC 
MMD HAARLEM, NE,:THERLANDS 
MSD, HALFWAY HOUSE RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



56 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 35/30. i 1040 1 

Name of medicine/Naam van medisyne: AVAXIM 80 

Dosage form/Doseringsvorm: SUSPENSION/SUSPEPJ SJE 

Active ingredients/Aktiewe bestanddele: 
EACH 0,5 ml SUSPENSION CONTAINSELKE O,.j 1111 SUSPENSIE BEVAT: 
HEPATITIS  A  VIRUS 80,O antigen units 

Conditions of registratiofloorwaardes vir registrasje: 

Applicant/Applikant: AVENTIS PHARMA (PTY) LTD 

ManufactwerNervaardiger: AVENTIS PASTEUR. I’AL DE REUIL, FRANCE 
AVENTIS PASTEUR. I ,‘ETOILE, FRANCE 

PaclterNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Raldeeftyd: 

Date of registration: 
Datum van registrasie 

AVENTIS PASTEUR. \’AL DE REUIL, FRANCE 
AVENTIS PASTEUR.. L’ETOILE, FRANCE 

AVENTIS ~ASTEUR. VAL DE REUIL, FRANCE 
AVENTIS PASTEUR, L’ETQILE, FRANCE 
AVENTIS PHARMA, fclIDRAND RSA 
AVENTIS PHARMA, VIALTLOO RSA 

24 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 57 

Registration mmbedRegistrasienommer: 3 5/2 1.5.1 /0404 

Name of medicinemaam van  medisyne: SYMBICOJU) TURBUHALER 
80:4,5 ug/DO:SE 

Dosage form/Doseringsvorm: INHALERLNHALEERDER 

Active ingredientdAktiewe bestanddele: 
EACH  DELIVERED DOSE CONTAINSELKE AFGEMETE  DOSIS BEVAT : 
BUDESONIDE ::o,o ug 
FORMOTEROL FUMARATE DIHYDRATE 4,5 ug 

Conditions of registratiofloonvaardes vir registrasje: 

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

Applicant/Applikant: ASTRAZENECA PHARMACE,UTICALS (PTY) LTD 

ManufacturerNervaardiger: ASTRAZENECA AB G-ARTUNAVAGEN, 
SODERTALJE SWEDEN 

PackerNerpakker: 

LaboratoryLaboratorium: 

ASTRAZENECA AB, G.qRTUNAVAGEN, 
SODERTALJE SWEDEN 

JANSSEN PHARMAC'EUTICA, HALFWAY HOUSE 
RSA 
ASTRAZENECA, ALItODE, ALBERTON RSA 

ASTRAZENECA, CHES131IRE-UK 

ASTRAZENECA AB, G,\RTUNAVAGEN, 
SODERTALJE SWEDE)< 
JANSSEN PHARMAC'EUTICA, HALFWAY HOUSE 
RSA 
ASTRAZENECA, ALItODE, ALBERTON RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

- 



58 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienommer: 35/21 5 . 1  /0405 

Name of medicineNaam van medisyne: SYMBICORT) TURBUHALER 
160:4,5 ug/J>OSE 

Dosage form/Doseringsvorm: INHALER/INHALEERDER 

Active ingredients/Aktiewe bestanddele: 
EACH DELIVERED DOSE CONTAINYELICE AFCEMETE DOSIS BEVAT : 
BUDESONIDE 160,O ug 
FORMOTEROL FUMARATE DIHYDRATE 4 . 3  ug 

Conditions of registrationNoonvaardes vir registrasie: 

Applicant/Applikant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD 

Mandacturer/Vervaardiger: ASTRAZENECA A B ,  GARTUNAVAGEN, 
SODERTALJE  SWEDEN 

PackerNerpakker: 

Laboratory/Laboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

ASTRAZENECA  AB.  CiARTUNAVAGEN, 
SODERTALJE SWET)EN 
ASTRAZENECA, CH ES13RE UK 
JANSSEN PHARMAUXJTICA, HALFWAY HOUSE 
RSA 
ASTRAZENECA,  ALRODE,  ALBERTON RSA 

ASTRAZENECA  AB,  GARTUNAVAGEN, 
SODERTALJE SWEDEN 
JANSSEN PHARMACIXJTICA, HALFWAY HOUSE 
RSA 
ASTRAZENECA,  ALRQDE,  ALBERTON  RSA 

24 monthdmaande 

25  APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 59 

- 

Registration numberRegistrasienommer: 36/5.7.1/0005 

Name of medicine/Naam van medisyne:  ROLOR 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
LORATADINE 10,O mg 

Conditions of registrationlvoonvaardes vir registrasie: 

1,2, 3,4,5,  637 

Applicant/Applikat: ROLAB (PTY) LTD 

ManufacturerNervaardiger: NOVARTIS, SPARTAP ICEMPTON PARK  RSA 

PackerNerpakker: NOVARTIS, SPARTAY:  ICEMPTON PARK  RSA 

LaboratoryLaboratorium: NOVARTIS, SPARTAh KEMPTON PARK RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 25  APRIL 2003 
Datum van registrasie 25 APRIL 2003 



60 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/26/00 12 

Name of medicine/Naam van medisyne: NAVELBDE ORAL 20 MG 

Dosage fomdDose6ngsvorm: CAPSULES/KAPSUZ,ES 

Active ingredientdhtiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE BEVAT: 
VINORELBINE  TARTRATE  EQUIVALENT  TO  VINORELBINE 20,O mg 

Conditions of registratiofloorwaardes vir registrasje: 

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

ApplicadApplikant: TEMA  MEDICAL (PTY) LT!) 

ManufacturerNervaardiger: R P SCHERER GmbH, I3ADEN,GERMANY 

PackerNerpaklcer: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

PIERRE FABRE, IDRO V FRANCE 

PIERRE FABRE, IDRON FRANCE 
BIOCON RESEARCH l.AB, PRETORTA,RSA 
INSPECTORATE M & L, ORMONDE  RSA 
TECHNIKON  LA;BORATORIES,  FLORIDA  RSA 
TEMA MEDICAL, SANDTON,~RSA 

24 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



-~ 

STAATSKOERANT, 18 JULIE 2003 No. 25200 61 

Registration numberRegistrasienommer: 36/26/00 13 

Name of  medicinemaam van medisyne:  NAVELBINE  ORAL 30 MG 

Dosage fonn/Doseringsvorm: CAPSULES/KAPSUI,ES 

Active ingredients/Aktiewe bestanddele: 
EACH  CAPSULE  CONTAINS/ELKE  KAPSULE EEVAT : 
VINORELBINE TARTRATE EQUIVALENT TO V114ORELBINE 30,O mg 

Conditions of registrationNoorwaardes vir registrasie: 

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

Applicant/Applikant: TEMA  MEDICAL  (PTY) LTII 

ManufacturerNervaardiger: R P SCHERER GmbH, I3ADEN,GERMANY 

PackerNerpakker: PIERRE FABE, IDRON FRANCE 

LaboratoryLaboratorium: PIERRE FABRE, I D R D I ~  FRANCE 
BIOCON  RESEARCIH LAB, PRETORIA,RSA 
INSPECTORATE M c'k t, ORMONDE RSA 

TEMA MEDICAL, SAPIDTON, RSA 
TECHNIKON  LABOIL4TORIES,  FLORIDA RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 

\* - 



62 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration number/Registrasienommer: 36/26/00 14 

Name of medicinehlaam van medisyne:  NAVELBPJE ORAL 40 MG 

Dosage form/Doseringsvorm: CAPSULES/KAPSUI,ES 

Active ingredientdAktiewe bestanddele: 
EACH CAPSULE CONTAINS/ELKE KAPSULE  BEVAT : 
VINORELBINE TARTRATE EQUIVALENT TO VTNORELBINE 40,O mg 

Conditions of registratiofloonvaardes vir registrasie: 

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

ApplicanGApplikant: TEMA MEDICAL  (PTY) LT11 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-1ifeRakleef: 

Date of registration: 
Datum van registrasie 

R  P SCHERER GmbH,  i3ADEN,GERMANY 

PIERRE FABRE, IDRON  FRANCE 

PIERRE FABRE, IDRON  FRANCE 
BIOCON  RESEARCH I,AB, PRETORIA,RSA 
INSPECTORATE M ik L, ORMONDE RSA 
TECHNIKON LABOIViTORIES, FLORIDA  RSA 
TEMA  MEDICAL,  SAPIDTON,  RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 63 

- 

Registration numb’er/Registrasienommer: 36/26/00 1 5 

Name of medicine/Naam van medisyne:  NAVELBINE ORAL 80 MG 

Dosage form/Doseringsvorm: CAPSULESKAPSUI ,ES 

Active ingredients/Aktiewe bestanddele: 
EACH  CAPSULE CONTATNSELIW KAPSULE BE VAT : 
VINORELBINE TARTRATE EQUIVALENT  TO \X?ORELBINE 80,O mg 

Conditions of registratiofloonvaardes vir registrasi e: 

ApplicadApplikant: TEMA  MEDICAL (PTY) LTD 

ManufacturerNervaardiger: R P SCHERER GmbH, 13ADEN,GEMANY 

PackerNerpakker: PIERRE FABRE, IDROq FRANCE 

Laboratory/Laboratorium: PIERRE FABRE, IDROi? FRANCE 
BIOCON RESEARCH LAB, PRETORIA,RSA 

TECHNIKON LABOIV,TORIES, FLORIDA RSA 
TEMA E D I C A L ,  SANDTON, RSA 

INSPECTORATE M <% L,- ORMONDE RSA 

Shelf-1ifeRakleeftyd: 24  monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25  APRIL 2003 



64 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration nunberMegistrasienommer: 36/20.! . I  /0036 

Name of medicine/Naam van medisyne:  LILLY-CYCI , O S E m E  

Dosage form/Doseringsvorm: CAPSULES/KAPSUI ,E S 

’ Active ingredientdAktiewe bestanddele: 
EACH CAPSULE CONTAINSELKE KAPSULE EE VAT: 
CYCLOSERINE 250,O mg 

Conditions of registrationlvoonvaardes vir  registrasi e: 

1,2,3,4,  5,637 

ApplicanVApplikant:  ELI  LILLY (SA) (PTY) LTD 

Manufacturer/Vervaardiger: ELI  LILLY, HANTS, €IP,.MPSHIRE UK 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleefd: 

Date of registration: 
Datum van registrasie 

ELI  LILLY,  HANTS,  HP.MPSHIRE UK 

ELI LILLY, HANTS, E 3  MPSHIRE UK 
CONSULTING CEElL’2CAL LAB, STAR STREET 
BOKSBURG RSA 
CONSULTING MICRO13IOL LAB, 
BLUEGUMCRXEK,BEI’$ONI RSA 
SOUTH AFRTCAN BIiREAU OF STANDARDS, 
PRETORIA RSA 

18 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 - No. 25200 65 

- 

Registration numberRegistrasienommer: 36/1.2/0048 

Name of medicinelNaam van medisyne: MOCLOBEVIDE-HEW 150 mg 

Dosage formlDoseringsvorm: TABLET 

Active ingredientdmiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
MOGLOBEMIDE 150,O mg 

Conditions of registrationNoonvaardes vir registrasj e: 

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

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

ManufacturerNervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY 

PackerNerpaMter: 

LaboratoryiLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum  van registrasie 

DrVPHARM MANUF.4C‘TlJRING  AND PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUSI’R IA RSA 

SALUTAS PHARMA, BARLEBEN  GERMANY 
ANALYTICON, KEM P7’ON PARK  RSA 
CONSULTING CHEMICAL LAB,  STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , WESTMEAD RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



66 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienormner: 36/1.2/0049 

Name of medicinemaam van medisyne: MOCLOBFMIDE-HEW 300 lllg 

Dosage fodDoseringsvonn: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
MOCLOBEMIDE 300,O  mg 

Conditions of regis t ra t iodVoondes vir registrasie: 

192,394, 5 , 6 9 7  

Applicant/Applikant: H E X  PHARMA (SA) (PTY)  LTD 

ManufacturerNervaardiger: 

PackerNerpaldter: 

Laboratory/Laboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

SALUTAS PHARMA, EARLEBEN GERMANY 

DIVPHARM MANU F A CTURING AND PACKAGING, 
LONGDALE  RSA 
PHARMA-Q, INDUS'TF3A RSA 

SALUTAS  PHARMA. EARLEBEN GERMANY 
ANALYTICON, KETVIP'TON PARK RSA 
CONSULTING  CHEh4lCAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , IVIISTMEAD RSA 

24 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 67 

Registration numberRegistrasienommer: 36/7.1.3/0067 

Name of medicinemaam van  medisyne:  TAREG 80 T4BLET 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
VALSARTAN 80,O mg 

Conditions of registrationNoorwaardes vir registrasje: 

ApplicadApplikant: NOVARTIS  SOUTH  AFRICA (PTY) LTD 

ManufacturerNervaardiger: NOVARTIS  PHARMX STEIN AG, SWITZERLAND 

PackerNerpakker: NOVARTIS PHARMA STEIN AG, SWITZERLAND 
NOVARTIS, SPARTAN KEMPTON PARK  RSA 

LaboratoryLaboratorium: NOVARTIS PHARRIlA STEIN AG, SWITZERLAND 
NOVARTIS, SPARTAN KEMPTON  PARK RSA 
INSPECTORATE M & L, ORMONDE RSA 

Shelf-1ifeKakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



~ 68 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/7.1 .YO065 

Name of medicine/Naam van medisyne:  TAREG 160 'TABLET 

Dosage fodDoseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT: 
VALSARTAN 160,O mg 

Conditions of registratiofloonvaardes vir registrasi e: 

Applicant/Applikant: NOVARTIS  SOUTH  AFRICA (PTY) LTD 

ManufacturerNervaardiger: NOVARTIS  PHARMA  STEIN  AG,  SWITZERLAND 

PackerNerpakker: NOVARTIS  PHARMA  STEIN  AG,  SWITZERLAND 
NOVARTIS, SPARTAPI KEMPTON  PARK  RSA 

LaboratoryLaboratorium: NOVARTIS  PHARMA'STEIN  AG,  SWITZERLAND 
NOVARTIS,  SPARTAN  KEMPTON  PARK  RSA 
INSPECTORATE M lk L, ORMONDE RSA' 

Shelf-IifeRakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 69 

Registration nwnber/Registrasienommer: 36/2 1. i /0074 

Name of medicineMaam van  medisyne:  INSUMAN RAPID (300 IU/3 ML) 

Dosage form/Doseringsvorm: INJECTION/INSPUIl’lNG 

Active ingredients/Aktiewe bestanddele: 
EACH 3,O ml SOLUTION CONTAINSELKE 3,O 1111 OPLOSSING BEVAT : 
INSULIN HUMAN 300,O iu 

Conditions of registratiofloorwaardes vir  registrasi e: 

1Y2Y 3,4Y 5 Y 6 Y  7 

ApplicantlApplikant: AVENTIS PHARMA (PTY) Ll’D 

ManufacturerNervaardiger: AVENTIS PHARMA D EUTSCHLAND GmbH, 
FRANKFURT 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-lifemakleeftyd: 

Date of registration: 
Datum van registrasie 

AVENTIS PHARMA D ZUTSCHLAND GmbH, 
FRANKFURT 

AVENTIS PHARMA DEUTSCHLAND GmbH, 
FRANKFURT 
AVENTIS  PHARMA,  VJALTLOO RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 

J 



70 No. 25200 

~ ~~ 

GOVERNMENT GAZETTE, 18 JULY 2003 

Registration nurnberRegistrasienommer: 36/21. i /0075 

Name of medicine/Naam van  medisyne:  INSUMAN  RAPID (500 IU/5 ML) 

Dosage formhloseringsvorm:  INJECTION/rNSPUII’IfG 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SOLUTION CONTAINSELKE 5,O 1111 OPLOSSING BEVAT: 
INSULIN HUMAN 500,O iu 

Conditions of registratiofloonvaardes vir registrasie: 

ApplicantlApplikant: AVENTIS PHARMA (PTY) Ll’D 

ManufactureriVervaardiger: 

PackerNerpakker: 

LaboratoryiLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum  van registrasie 

AVENTIS PHARMA D I~UTSCHLAND GmbH, 
FRANKFURT 

AVENTIS  PHARMA  DEUTSCHLAND  GmbH, 
FRANKFURT 

AVENTIS PHARMA DJXJTSCHLAND  GmbH, 
FRANKFURT 
AVENTIS PHARMA, WALTLOO RSA 

24 months/m&de 

25 APRlL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 71 

Registration numbedRegistrasienommer: 36/2 1.1 /(I077 

Name of rnedicine/Naam van medisyne:  INSUMAN BASAL (300 IU/3 MI,) 

Dosage form/Doseringsvorrn: INJECTION/DJSPUII’II\IG 

Active ingredients/Alstiewe bestanddele: 
EACH 3,O ml SOLUTION CONTAINSELKE 3,O 1111 OPLOSSING BEVAT: 
INSULIN  HUMAN 300,O iu 

Conditions of registratiofloonvaardes vir registrasj e: 

Applicant/Appliltant: AVENTIS PHARMA (PTY) J21’D 

ManufacturerNervaardiger: AVENTIS PHARMA D WTSCHLAND GmbH, 
FRANKFURT 

PackerNerpalcker: AVENTIS PHARMA DEUTSCHLAND GmbH, 
FRANKFURT 

LaboratoryLaboratorium: AVENTIS PHARMA DI3JTSCHLAND GmbH, 
FRANKFURT 
AVENTIS PHARMA, WALTLOO RSA 

Shelf-life/Raldeefd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



72 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 3 6 0  1.1 /0078 

Name  of medicine/Naam van medisyne: INSUMAN I3 ASAL (500 IU/5 ML) 

Dosage form/Doseringsvorm: INJECTIONANSPUI7’JNG 

Active ingredientdutiewe bestanddele: 
EACH 5,O ml SOLUTION CONTAINSELKE 5,O 1111 OPLOSSING BEVAT : 
INSULIN HUMAN 500,O iu 

Conditions of registratiofloorwaardes vir  registrasi e: 

192, 3,4,5,6,7 

ApplicanVAppiikant:  AVENTIS PHARMA (PTY) 1,1 ’D 

ManufacturerNervaardiger: AVENTIS  PHARMA DEUTSCHLA 
FRANKFURT 

S D  Gmb 

PackedVerpakkes: AVENTIS  PHARMA  DEUTSCHLAND  GmbH, 
FRANKFURT 

LaboratoryLaboratorium: AVENTIS  PHARMA  DIXJTSCHLAND  GmbH, 
FRANKFURT 
AVENTIS PHARMA, VJALTLOO RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 73 

- 

Registration number/Registrasienommer: 36/2 1 . 7  /(bo79 

Name of medicineiNaan1  van  medisyne:  INSUMAN BASAL (1000 IU/10 ML) 

Dosage form/Doseringsvorm: INJECTION/INSPUIl'ING 

Active ingredientdmiewe bestanddele: 
EACH 10,O ml SOLUTION CONTAINSELKE 10,O I nl OPLOSSING BEVAT: 
INSULIN HUMAN 1000,O iu 

Conditions of registratiofloonvaardes vir registrasie: 

1,2937 4 , 5 9 6 7  

ApplicadApplikant: AVENTIS  PHARMA (PTY) lJl'D 

ManufacturerNervaardiger: AVENTIS PHARMA DEUTSCHLAND  GmbH, 
FRANKFURT 

PackerNerpakker: 

LaboratoryLaboratorium: 

S helf-1ifeRakieeftyd: 

Date of registration: 
Datum van registrasie 

AVENTIS PHARMA DEUTSCHLAND  GmbH, 
FRANKFURT 

AVENTIS PHARMA DEUTSCHLAND  GmbH, 
FRANKFURT 
AVENTIS PHARMA, VIALTLOO  RSA 

24 monthshaande 

25 APRIL 2003 
25 APRIL 2003 



74 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/21.' /OOSO 

Name of medicine/Naam van  medisyne:  INSUMAN COMB 30/70 (300 IU/3 ML) 

Dosage fonn/Doseringsvonn: INJECTION/INSPUI7'lNG 

Active ingredientdAlctiewe bestanddele: 
EACH 3,O ml  SOLUTION CONTAINSELKE 3,O nll OPLOSSING BEVAT : 
INSULIN HUMAN 300,O iu 

Conditions of registratiodVoonvaardes vir  registrasi e: 

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

Applicant/Applikant: AVENTIS PHARMA (PTY) 1,1 'D 

ManufacturerNervaardiger: AVENTIS  PHARMA  DEUTSCHLAND GmbH, 
FRANKFURT 

PackerNerpakker: 

LaboratoqdLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

AVENTIS PHARMA D!WTSCHLAND GmbH, 
FRANKFURT 

AVENTIS  PHARMA  DEUTSCHLAND GmbH, 
FRANKFURT 
AVENTIS  PHARMA,  WALTLOO RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 75 

Registration numberRegistrasienommer: 36/2 1. i /008 1 

Name of medicinemaam van medisyne:  INSUMAN COME3 30/70 (500 IU/5 ML) 

Dosage form/Doseringsvorm:'INJECTION/TNSPUI1 'I1 4G 

Active ingredientdAktiewe bestanddele: 
EACH 5,O ml SOLUTION CONTAINSIELKE 5,O 1111 6PLOSSING BEVAT : 
INSULIN HUMAN 500,O iu 

Conditions of registrationlvoonvaardes vir registrasie: 

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

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

ManufactursrIVervaardiger: 

PackerNel-pakker: 

Laboraiory/Laboratorium: 

Shelf-life/Rakleefd: 

Date of registration: 
Datum van registrasie 

AVENTIS PHARMA D3JTSCHLAND GmbH, 
FRANKFURT 

AVENTTS P W A  Dil;t.l?'SCHLAND GmbH, 
FRANKFURT 

AVENTIS PHARMA D EUTSCHLAND GmbH, 
FRANKFURT 
AVENTIS PHARMA, WALTLOO RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



76 No. 25200 GOVERNMENT GAZElTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/2 1. i /(I082 

Name of  medicinemaam van medisyne:  INSUMAN COMB 30/70 (1000 IU/10 ML) 

Dosage form/Doseringsvorm: INJECTION/INSPUITING 

Active ingredients/Aktiewe bestanddele: 
EACH 10,O ml  SOLUTION CONTAINS/ELKE 10,O 1 nl OPLOSSING  BEVAT: 
INSULIN  HUMAN  1000,O iu 

Conditions of r e g i s t r a t i o f l o o n d e s  vir registrasie: 

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

,4pplicant/,4pplikant:  AVENTIS PHARMA (PTY) L'I 'D 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoqdLaboratorium: 

Shelf-1ifeRakleeftyd: 

Date  of registration: 
Datum van registrasie 

AVENTIS  PHARMA  DEUTSCHLAND  GmbH, 
FRANKFURT 

AVENTIS  PHARMA  DEUTSCHLAND  GmbH, 
FRANKFURT 

AVENTIS PHARMA DEUTSCHLAND  GmbH, 
FRANKFURT 
AVENTIS PHARMA, VJALTLOO RSA 

24  monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 77 

Registration numberRegistrasienommer: 36/1.2/0096 

Name of medicine/Naam van medisyne: ADCO-PAROXETINE 20 MG 

Dosage form/Doseringsvorm: TABLET 

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

Conditions of registratiodVoonvaardes vir registrasie: 

1 ,2 ,3 ,4 ,5 ,6,  7 
ApplicmtlApplikant: ADCOCK INGRAM LTD 

Manufacturer/Vervaardiger: HEUMANN PHARM,9 AND CO, NURNBERG 
GERMANY 
SYNTHON HISPANJA, SANT BO1 DE  LLOBREGAT, 
SPAIN 

PackedVerpakker: SYNTHON HISPANIA. SANT BO1  DE LLOBREGAT, 
SPAIN 
HEUMANN PHARMA  AND CO, NURNBERG 
GERMANY 
MANUFACTURING  PACKAGING  FARMACA , 
HEERENVEEN 
THE NETHERLANDS 

LaboratoryiLaboratorium: HEUMANN PHARM A AND CO, NURNBERG 
GERMANY 
SYNTHON HTSPANJA, SANT BO1 DE LLOBREGAT, 
SPAIN 
SYNTHON B.V.,THII  NETHERLANDS 
ADCOCK INGRAM MEALTHCARE,  CLAYVILLE 
RSA 
ADCOCK INGRAM HEALTHCARE,  WADEVILLE 
RSA 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

36 months/maande 

25 APRIL 2003 
25 APRIL 2003 



78 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration number/Registrasienommsr: 36/11 ..';A) 1 04 

Name of medicineNaam van medisyne:  BROOKLAX  BISACODYL  LAXATIVE 
PILLS 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET  CONTAINS/ELKE  TABLET BEVAT: 
BISACODYL 5,o mg 

Conditions of registratiofloorwaardes vir registrasie: 

ApplicandApplikant: GROUP LABORATORIES SA (PTY) LTD 

ManufacturerNervaardiger: SMITHKLINE BEECIhiM PHAFWACEUTICALS, 
EPPING  RSA 

PackerNerpakker: SMITHKLINE BEECJMM PHARMACEUTICALS, 
EPPING RSA 

LaboratoryLaboratorium: SMITHKLINE  BEECl JAM PHARMACEUTICALS, 
EPPING  RSA 

Shelf-1ifeRakleeftyd: 24 monthdmaande 

Date of registration: 25  APRIL  2003 
- Datum van registrasie 25  APRIL  2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 79 

Registration numberRegistrasienommer: 3 6/7.1.3/0 1 12 

Name of medicinehkam van  medisyne:  RENOTENS 5 TABLETS 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET  CONTATNS/ELKE  TABLET BEVAT : 
LISINOPRIL 570 "g 

Conditions of registrationlvoonvaardes vir registrasj e: 

1 7  233,4,5,637 

ApplicadApplikant: RANBAXY (SA) (PTY) LTD 

ManufacturerNervaardiger: RANBAXY,  PAONTA. SAHIB INDIA 

PackerNerpakker : 

Laboratorykaboratorium: 

Shelf-1ifeWeeftyd: 

Date of registration: 
Datum van registrasie 

RANBAXY,  PAONTR  SAHIB INDIA 
CENTRE  FOR  QUALITY ASSURANCE, 
POTCHEFSTROOM liSA 
KKULULEKANI LIABORATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTUIW3N  RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



80 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/7.1.3/0 1 13 

Name of medicine/Naam van  medisyne:  RENOTENS I O  TABLETS 

Dosage form/Doseringsvorm: TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTAINSELKE TABLET  BEVAT : 
LISINOPRIL l O y O  mg 

Conditions of registratiofloonvaardes vir registrasje: 

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

ApplicadApplikant: RANBAXY (SA) (PTY)  LTD 

ManufacturerNervaardiger: RANBAXY,  PAONTA  SAHIB  INDIA 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/RakleeRyd: 

Date of registration: 
Datum van registrasie 

RANBAXY,  PAONTA :SAHIB INDIA 

RANBAXY,  PAONTA :LWIB INDIA 
CENTRE FOR Q'u'Aiil'Y ASSURANCEy 
POTCHEFSTROOM M A  
-KHULULEKANI  LAIZORATORY SERVICES, 
MIDRAND RSA 
RANBAXY, CENTURION RSA 

24 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 81 

- 

Registration numberRegistrasienommer: 36/7.1.3/0 1 I4 

Name of medicinemaam van  medisyne:  RENOTENS 20 TABLETS 

Dosage fondiloseringsvorm: TABLET 

Active  ingredients/Aktiewe  bestanddele: 
EACH TABLET  CONTAINS/ELKE  TABLET  BEVAT: 
LISINOPRIL 20,O mg 

Conditions of registratiodVoonvaardes vir  registrasie: 

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

ApplicadApplikant: RANBAXY  (SA)  (PTY) LTD 

ManufacturerNervaardiger: RANBAXY,  PAONTA  SAHIB INDIA 

Paclter/Verpakker:  RANBAXY,  PAONTA SAHIB INDIA 

LaboratoryLaboratorium: RANBAXY,  PAONTA SAHIB INDIA 
CENTRE? FOR QUALII’Y ASSURANCE, 
POTCHEFSTROOM IWA 
KHULULEKANI LAE3C)RATORY SERVICES, 
MIDRAND RSA 

. RANBAXY, CENTUIU9N RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



82 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration numberDXegistrasienommer: 36/2.9/0 i 19 

Name  of medicinemaam van medisyne: RAYZON Z,O WIG IV/IM 

Dosage form/Doseringsvom: INJECTION/INSPUI1'ING 

Active ingredientdAktiewe bestanddele: 
EACH 1 ,O ml SOLUTION  CONTAINS/ELKE 1.0 1111 OPLOSSTNG  :BEVAT : 6 

PARFCOXIB  SODIUM  EQUIVALENT  TO  PARECOXIB 20,o mg 

Conditions of registratiofloorwaardes vir registrasj e: 

ApplicanU'Applikant:  PHARMACIA SOUTH AFRIC 4 (PTY)  LTD 

ManufacturedVervaardiger: BEN  VENUE  LABORATORIES, OHIO USA 
WASSERBURGER  AR.ZNEIMITTELWERK, 
WASSERBURG GERVANY 

Packer/Verpakker: BEN  VENUE  LABORATORIES, OHIO USA 
WASSERBURGER A K  ZNEIMITTELWERK, 
WASSERBURG  GERMANY 
G D SEARLE, MORPE'TH  NORTHUMERLAND UK 

LaboratoqdLaboratorium: BEN  VENUE  LABORATORIES, OHIO USA 
WASSERBURGER A RLNEIMITTELMERK, 
WASSERBURG  GERMANY 
G D SEARLE,  MORPE'TH  NORTHUMERLAND UK 
KHULULEKANI  LAIKtRATORY  SERVICES, 
MIDRAND  RSA 
SOUTH  AFRICAN  BIJItEAU OF STANDARDS, 
PRETORIA  RSA 
PHARMACIA SOUTH AFRICA, MIDRAND RSA 

Shelf-life/Rakleeftyd: 36 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



__ ~~ 

STAATSKOERANT, 18 JULIE 2003 No. 25200 83 

Registration numberRegistrasienomer: 3 6 D . 9 0  1 20 

Name of medicine/Naanl van medisyne:  RAYZON ‘!.O MG IVIIM 

Dosage form/Doseringsvom: INJECTION/~SPU~7’II..JG 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml VIAL  CONTAI[NS/ELKE 5,O ml FLESSIE BEVAT: 
PARECOXIB  SODIUM  EQUIVALENT  TO  PARECOXIB 40,O mg 

Conditions of registratiofloorwades vir registrasi e: 

Applicant/Applikant: PHARMACIA  SOUTH  AFRlC c\ (PTY)  LTD 

ManufacturerNervaardiger: BEN  VENUE  LABORATORIES,  OHIO  USA 
SEARLE,  CARR,  BAIU:ELONETA,  PUERTO  RlCO 
WASSERBURGER  ARZNEIMITTELWERK, 
WASSERBURG  GERMANY 

PackerNerpakker: BEN  VENUE  LABORATORIES, OHIO USA 
WASSERBURGER  ARZNEIMITTE,LWERK, 
WASSERBURG  GERMANY 
SEARLE, CARR,  BAIICELONETA,  PUERTO RICO 
G D SEARLE,  MORPEFH  NORTHTJMERLAND  UK 

LaboratoryLaboratorium: BEN  VENUE LABOR ATORLES, OHIO USA 
WASSERBURGER  ARLNEIMITTELWERK, 
WASSERBURG  GERMANY 
KHULULEKANI  LABORATORY  ’SERVICES, 
MIDRAND  RSA 
SOUTH  AFRICAN BUREAU OF STANDARDS, 
PRETORIA  RSA 
SEARLE,  CARR, BA RCELONETA,  PUERTO RICO 
G D SEARLE, MORI’ETH NORTHUMERLAND UK 
PHARMACIA SOUTH AFRICA, MIDRAND RSA 

Shelf-lifehkleeftyd: 36 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



84 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer : 3 6/3 4/( 1 1 2 1 

Name of medicinemaam van  medisyne:  RAYZON 1 ML SOLVENT 
c 

Dosage form/Doseringsvorm: DILUENT  FOR INJECTION/ 
OPLOSMIDDEL  VIR !LNSPUITING 

Active ingredientdktiewe bestanddele: 
EACH  AMPOULE  CONTAINS/ELKE  AMPULE E.EV.AT : 
SODIUM CHLORIDE 930 mg 

Conditions of registration/voorwaardes vis registrasj e: 

Applica.nt/Applikant: PHARMACIA SOUTH AFRlC.4 (PTY) LTD 

ManufacturerNervaardiger: PHARMA  HAMELN,  HAMELN,  WEST  GERMANY 

PackerNerpakker: 

SEARLE  FARMACElY’ICJ,  ROZZANO,  ITALY 

PHARMA  HAMELN, E AMELN,  WEST  GERMANY 
SEARLE  FARMACEUTlCI,  ROZZANO,  ITALY 

LaboratoqdLaboratoriLun: 

Shelf-1ifeBakleeftyd: 

- Date of registration: 
Datum van registrasie 

PHARMA  HAMELN,  HAMELN,  WEST  GERMANY 
SEARLE  FARMACEU‘I3C1,  ROZZANO,  ITALY 
KHULULEKANI  LAIIORATORY  SERVICES, 
MIDRAND RSA 
SOUTH  AFRICAN  BUREAU  OF  STANDARDS, 
PRETORIA RSA 
PHARMACIA SOUTH AFRICA,  MIDRAND RSA 

3 6 months/maande 

25 APRIL  2003 
25 APRIL 2003 

-. . 



STAATSKOERANT, 18 JULIE 2003 No. 25200 85 

Registration numberRegistrasienommer: 3 6/34/0 122 

Name of medicine/Naam  van  medisyne:  RAYZON 2 ML SOLVENT 

Dosage  formh3oseringsvor.m:  DILUENT  FOR INJECTION/ 
OPLOSMIDDEL VIR NSPUITING 

Active  ingredients/Aktiewe  bestanddele: 
EACH AMPOULE  CONTAINS/ELKE  AMPULE BE VAT: 
SODIUM CHLORIDE 18,O mg 

Conditions of registratiofloorwaardes vir registrasi  e: 

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

ApplicadApplikant: PHARMACIA SOUTH AFRlC4 (PTY)  LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

Laboratorykaboratorium: 

Shelf-1ifeRakleeftyd: 

Date of registration: 
Datum van registrasie 

PHARMA HAMELN, HAMELN, WEST GERMANY 
SEARLE  FARMACEXJTICI,  ROZZANO,  ITALY 

PHARMA  HAMELN,  H.AMELN, WEST GERMANY 
SEARLE  FARMACE[  ITICI,  ROZZANO,  ITALY 

PHARMA  HAMELN,  HAMELN, WEST GERMANY 
SEARLE FARMACEIJTICI, ROZZANO,  ITALY 
KHULULEKANI  LABORATORY SERVICES, 
MIDRAND RSA 
SOUTH  AFRICAN BIJR.EAU OF STANDARDS, 
PRETORIA RSA 
PHARMACIA SOUTI-I AFRICA,  MIDRAND RSA 

3 6 months/maande 

25 APRIL 2003 
25 APRIL 2003 



86 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 3612 1 .:1.2/0 169 

Name of medicinemaam van  medisyne:  LEVONOR 

Dosage  form/Doseringsvorrn:  TABLET 

Active  ingredients/Aktiewe  bestanddele: 
EACH  TABLET CONTAINSELKE TABLET BEVAT: 
LEVONORGESTREL 0,75 mg 

Conditions of registratiofloonvaardes vir  registrasje: 

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

ApplicantlApplikant: MEDICHALLENGE (PTY) LTD 

ManufacturerNervaardiger: LC0 SANTE, OSNY FMNCE 

PackerNerpakker: LC0 SANTE,  OSNY WANCE 

LaboratoryLaboratorium: LC0 SANTE, OSNY JXANCE 
RESEARCH  INSTITIJTE FOR IND.  PHARMACY, 
POTCHEFSTROOM JI!:A 
MEDI-CHALLENGE, RANDBURG RSA 

Shelf-life/Rakleeftyd:  24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum  van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 87 

Registration numberRegistrasienommer: 36/20.7 . I  /0170 

Name of medicine/Naam  van  medisyne:  CIPRO-HEXAL 250 

Dosage fo1dDoseringsvorm: TABLET 

Active  ingredients/Aktiewe  bestanddele: 
EACH TABLET CONTAINSELKE TABLET BEVAT : 
CIPROFLOXACIN HYDROCHLONDE EQUIVALENT TO 
CIPROFLOXACIN 250,O mg. 

Conditions of registratiofloorwaardes vir registrasi  e: 

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

Manufacturer/Vervaardiger: HEXAL AG,  HOLZKIR  CMEN GERMANY 

PackerNerpakker: DIVPHARM  MANUFACTURING  AND  PACKAGING, 
LONGDALE RSA 
PHARMA-Q, INDUS'TPU RSA - 

Laboratory/Laboratoriwn: HEXAL  AG,  HOLZKI  RCHEN  GERMANY 
ANALYTICON, KEbiP'TON PARK RSA 
CONSULTING  CHEiUI~ZAL  LAB,  STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , W13STMEAD RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date  of  registration: 25 APRIL 2003 
Datum van  registrasie 25 APRIL 2003 



88 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

- 

Registration numbedRegistrasienommer: 36/20. i . I  /O 17 1 

Name of  medicine/Naam  van  medisyne: CIPRO-HEXAL 500 

Dosage  form/Doseringsvorm:  TABLET 

Active ingredientdmiewe bestanddele: 
EACH  TABLET CONTAINSELKE TABLET BEVAT : 
CIPROFLOXACIN  HYDROCHLORIDE EQUWAJXNT TO 
CIPROFLOXACIN 500,O mg 

Conditions of registratiofloonvaardes vir  registrasi e: 

1 ,2¶3 ,4 ,5 ,6¶  7 

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

MandacturerNervaardiger: HEXkL AG, HOLZIO R CHEN GERMANY 

PackerNerpakker: 

LaboratoryLaboratorim: 

Shelf-1ifelRakleeftyd: 

Date of registration: 
Datum  van  registrasie 

DIVPHARM MANUFACTURING AND PACKAGING, 
LONGDALE  RSA 
PHARMA-Q, INDUS’rRIA RSA 

HEXAL  AG, HOLZKJ RCFIEN GERMANY 
ANALYTICON,  KEMPTON  PARK  RSA 
CONSULTING CFIEh4ICAL LAB, STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA , WI3STMEAD RSA 

24 months/ma&de 

25 APRIL 2003 
25 APRIL 2003 



STAAT~KOERANT, 1 a JULIE 2003 No. 25200 89 

- 

Registration number/Registrasienommer: 36/20. I . I /O 172 

Name of medicinemaam van  medisyne:  CIPRO-HE:Y,IL 750 

Dosage  form/Doseringsvorm:  TABLET 

Active  ingredients/Aktiewe  bestanddele: 
EACH TABLET CONTAINSELKE TABLET  BEVAT: 

CIPROFLOXACIN 750,O mg 

Conditions of registratiofloonvaardes vir  registrasi  e: 

CIPROFLOXACIN  HYDROCHLORIDE  EQUIVAIJ3NT TO 

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

ApplicadApplikant: HEXAL PHARMA  (SA)  (PTY) LTD 

ManufacturerNervaardiger: HEXAL  AG,  HOLZKJR  CHEN  GERMANY 

Paclter/Verpakker:  DIVPHARM  MANUFACTURING AND PACKAGING, 
LONGDALE  RSA 
PHARMA-Q, INDUS'THA RSA 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van  registrasie 

HEXAL  AG,  HOLZKJRCHEN GERMANY 
ANALYTICON, KEMPTON PARK RSA 
CONSULTING CHEMICAL LAB,  STAR STREET 
BOKSBURG RSA 
HEXAL PHARMA ,\Vl<STMEAD RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



90 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienomner: 36/20.1. i /O 1 90 

Name of medicine/Naam van medisyne: ZITHROM,C< IV 

Dosage  form/Doseringsvorm: INFUSION 
(PARENTERAL)msFUSIE(PARENTERAAL) 

Active ingredientdAktiewe bestanddele: 
EACH VIAL CONTAINS/ELKE  FLESSIE  BEVAT: 
AZITHROMYCIN  DIHYDRATE  EQUIVALENT 1'0 
AZITHROMYCIN 500,O mg 

Conditions of registratiordvoonvaardes vir  registrasje: 

ApplicadApplikant: PFIZER LABORATORIES (I'TY) LTD 

ManufactwerNervaardiger: BEN  VENUE  LABORATORIES, OHIO USA 

PackedVerpakker: BEN  VENUE LABOFATONES, OHIO USA 
PFIZER, AMBOISE FR.4NCE 
PFIZER  LABS,  PIETERMARITZBURG RSA 
WARNER-LAMBERT,  RETREAT RSA 

LaboratoryLaboratorium: PFIZER,  AMBOISE F R,rlNCE 
PFIZER, T E E  HAT TIE , INDIANA  USA 
PFLZER LABS,  PIETERMARITZBURG RSA 
WARNER-LAMBERr,  RETREAT  RSA 

Shelf-1ifeRddeefd: 3 6 monthslmaande 

Date of  registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



-~ ~ ~~ 

STAATSKOERANT, 18 JULIE 2003 No. 25200 91 

- 

Registration number/Registrasienommer: 36/2 1.5.1 /0191 

Name of medicineiNaam van medisyne:  PREFLAM 

Dosage fodDoseringsvorm: SYRUP/STROOP 

Active ingredients/Aktiewe bestanddele: 
EACH 5,0 ml SYRUP CONTAINSELKE 5,O ml STROOP  BEVAT: 
PREDNISOLONE 15,O mg 

Conditions of registratiofloonvaardes vir registrasje: 

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

Applicant/Applikant: CIPLA  LIFE  SCIENCES (PT-Y) LTD 

ManufacturerNervaardiger: MEDIORALS  LABORATORIES,  MAHARASHTRA 
INDIA 

PackerNerpakker: 

Laboratory/Laboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

MEDIORALS LABOIUTORIES, MAHARASHTRA 
INDIA 

MEDIORALS  LABOFATORIES,  MAHARASHTRA 
INDIA 
CIPLA  LIFE SCIENCE!;, ROSENPARK RSA 

24 months/maande 

25 APRIL 2003 
25 APRIL 2003 



92 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

Registration number/Registrasienommer: 36/2.9/0 1 99 

Name of medicine/Naanl  van  medisyne:  NOCTAGESIC  TABLETS 

Dosage  €onn/Doseringsvorm:  TABLET 

Active ingredientdMiewe bestanddele: 
EACH  TABLET CONTAINSELKE TABLET  BEVAT : 
DIPHENHYDRAMINE  HYDROCHLORIDE 25,O mg 
PARACETAMOL 500,O mg 

Conditions of registratiofloorwaardes vir  registrasje: 

ApplicantIApplikant:  ADCOCK INGRAM LTD 

ManufacturerNervaardiger: PHARMA-Q,  INDUS'rl<IA  RSA 
ADCOCK INGRAM HEALTHCARE,  WADEVILLE 
RSA 

PackerNerpakker: PHARMA-Q,  INDUSTRIA  RSA 
ADCOCK INGRAM WEALTHCARE,  WADEVILLE 
RSA 

LaboratoryLaboratorium: PHARMA-Q, INDUSTRIA RSA 
ADCOCK INGRAM HE ALTHCARE,  WADEVILLE 
RSA 

Shelf-1ifeIRakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 93 

- 

Registration nurnber/Registrasienommer: 36/11 .f;/0239 

Name of medicinernam van  medisyne: LAXETTE DrCY - LEMON 

Dosage form/Doseringsvorrn: POWDEWPOEIER 

Active ingredientdAktiewe bestanddele: 
EACH SACHET CONTAINSELKX SAKKIE BEVA'T': 
LACTULOSE A10,O g 

Conditions of registratiodvoorwaardes vir registrasje: 

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

Applicant/Applikant: MEDPRO PHARMACEUTKA. (PTY) LTD 

ManufacturerArervaardiger: INFRA, PISTOIA 1TAL.Y 

PackerNerpakker: PHARMA-Q, INDUS'TRIA RSA 

LaboratoryLaboratorium: INFRA, PISTOIA ITA1 ,Y 
MEDPRO  PHARMAClXJTICA, ROSENPARK RSA 

Shelf-life/Rakleeftyd: 24 months/maande 

Date of registration: 25 APRIL, 2003 
Datum van registrasie 25 APRIL 2003 



94 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

- 

Registration numberRegistrasienommer: 36/11 .MI240 

Name of medicinemaam van  medisyne: LAXETTE DXY 
fl  

Dosage  form/Doseringsvorm: POWDERPOEIER 

Active  ingredients/Aktiewe  bestanddele: 
EACH SACHET CONTAINSIELKE  SAKKIE BEVA'T: 
LACTULOSE 1090 g 

Conditions of registratiofloorwaardes vir  registrasje: 

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

ApplicadApplikant: MEDPRO PHARMACEUTIC4 (PTY) LTD 

ManufacturerNervaardiger: INFRA, PISTOIA ITAL Y 

PackerNerpakker: PHARMA-Q, INDUS'RIA RSA 

LaboratoryLaboratorium: INFRA, PISTOIA ITALY 
MEDPRO PHP,P,h..lh(:EUT;CA, KOS~NPARK RSA 

Shelf-1ifeRakleeftyd:  24 monthdmaande 

Date of registration: 25 APRIL 2003 
Datum van registrasie 25 APRIL  2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 95 

- 

Registration nurnber/Registrasienommer: 364 0.?2/0287 

Name of medicinernaarn van medisyne: ADCO-SA1,FLJTAMOL CLICIUlALER 

Dosage  forndDoseringsvorm:  l-NHALER/INHALEE RiIER 

Active ingredientdAktiewe bestanddele: 
EACH INHALED DOSE CONTAINS/ELI(E DOSIS i3EVAT: 
SALBUTAMOL  SULPHATE  EQUIVALENT TO 
SALBUTAMOL 90,o ug 

Conditions of registrationivoonvaardes vir  registrasie: 

1 7  2,3947 5 7  67 7 

ApplicadApplikant: ADCOCK INGRAM LTD 

ManufactuerNervaardiger: MIZA  PHARMACEUTICALS, CHESHIRE UK 

PaclterNerpakker: MIZA PHARMACEUTlCALS, CHESIiIRE UK 

LaboratoqdLaboratorium: MIZA PHARMACET_IT[CALS, CHESHIRE UK 
ADCOCK INGRAM ICALTHCARE, CLAYVIZLE RSA 
ADCOCK INGRAM HIIALTHCARE, WADEVILLE 
RSA 

Shelf-lifemakleeftyd: 24 monthdmaande 

Date of registration: 25  APRIL  2003 
Datum van registrasie 25 APRIL  2003 



I 96 No. 25200 GOVERNMENT GAZETTE, 18 JULY 2003 

-. 

Registration numbedRegistrasienommer: 36/30. i /0358 

Name of  medicine/Naanl van medisyne:  HEBERBIOVAC  HB 10 u~/0,5 

Dosage form/Doseringsvom: INJECTION/INSPUII’ING 

Active ingredients/Aktiewe  bestanddele: 
EACH 0,5 ml SUSPENSION  CONTATNSELKE 0,5 11x1 SUSPENSE BEVAT: 
HEPATITIS B ANTIGEN DNA RECOMBINANT VACCINE 10,O ug 

Conditions of registratiofloorwaardes vir registrasie: 

1Y2, 3,4,5,6, 7 

Applicant/Applikant:  BIOVAC  SA (PTY) LTD 

MamfacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

- 

BIOLOGICAL  PREPARATIONS CENTER, BEJUCAL, 
CUBA 
CENTRE  FOR  GENET1 C ENGINEERING  AND 
BIOTECHNOLOGY, FI;\VANA CITY, CUBA 

BIOLOGICAL  PREPAIFATIONS CENTER, BEJUCAL, 
CUBA 
CENTRE  FOR  GENETIC  ENGINEERING AND 
BIOTECHNOLOGY,  HAVANA  CITY,  CUBA 

BIOLOGICAL PREPARATIONS CENTER, BEJUCAL, 
CUBA 
NATIONAL CONTROL LAB(NCL) BLOEMFONTEIN, 
RSA 
BIOVAC SA, WADEV ILLE RSA 

3 6 months/maande 

25 APRIL 2003 
25 APRIL, 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 97 

Registration number/Registrasienommer: 36/30.] /0359 

Name of medicinehlaarn van medisyne: HEBERBIOVAC HB 20 IJG/1,0 ML 

Dosage fodDoseringsvorm: NJECTIONIIWSPUIi’lI 4 G 

Active ingredients/Aktiewe bestanddele: 
EACH 1,0 rnl SUSPENSION  CONTAINS/ELKE 1 ,O 1111 SUSPENSIE  BEVAT: 
HEPATITIS  B  ANTIGEN  DNA  RECOMBINANT Vr\CCNE 20,O ug 

Conditions of registration/Voorwaardes vir registrasje: 

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

Applicant/Appliltant: BIOVAC SA (PTY) LTD 

ManufacturedVervaardiger: 

Packer/Verpakker: 

LaboratoryLaboratorium: 

Shelf-IifdRaldeeftyd: 

Date of registration: 
Datum van registrasie 

BIOLOGICAL  PREP;41bITIONS  CENTER,  BEJUCAL, 
CUBA 
CENTRE FOR GENETIC ENGINEERING AND 
BIOTECHNOLOGY, I4 AVANA  CITY, CUBA 

BIOLOGICAL PREP.9ltATIONS CENTER,  BEJUCAL, 
CUBA 
CENTRE FOR GENETIC  ENGINEERING AND 
BIOTECHNOLOGY, HAVANA CITY, CUBA 

BIOLOGICAL PREPAWTIONS CENTER,  BEJUCAL, 
CUBA 
NATIONAL  CONTROL  LAB(NCL)  BLOEMFONTEIN 
RSA 
BIOVAC SA, WADEVILLE RSA 

3 6 monthdmaande 

25 APRIL 2003 
25 APRIL 2003 



98 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 36/30.1/0360 

Name of medicine/Naam van medisyne: HEBERBIOVAC HB 100 UG/5,0 ML 

Dosage fodoseringsvorm: INJECTION/INSPUI’I’I? JG 

Active ingredients/Aktiewe bestanddele: 
EACH 5,O ml SUSPENSION CONTAINSELKE 5,O ml SUSPENSE BEVAT: 
HEPATITIS  B  ANTIGEN  DNA-RECOMBINANT  VACCINE 100,o ug 

Conditions of registratiofloonvaardes vir registrasi e: 

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

ApplicantlAppliltant: BIOVAC SA (PTY) LTD 

ManufacturerNervaardiger: 

PackerNerpakker: 

LaboratoryLaboratorium: 

Shelf-life/Rakleeftyd: 

Date of registration: 
Datum van registrasie 

BIOLOGICAL  PREP A h  .ATIONS CENTER, BEJUCAL, 
CUBA 
CENTRE FOR GENETIC ENGINEERJNG  AND 
BIOTECHNOLOGY, FI.4VANA CITY, CUBA 

BIOLOGICAL  PREPARATIONS  CENTER,  BEJUCAL, 
CUBA 
CENTRE  FOR GENETIC ENGINEERING AND 
‘BIOTECHNOLOGY, MAVANA CITY, CUBA 

BIOLOGICAL  PREPARATIONS  CENTER,  BEJUCAL, 
CUBA 
NATIONAL, CONTROI, LAB (NCL) BLOEMFONTEIN, 
RSA 
BIOVAC SA, WADEVILLE  RSA 

36 months/maande 

25 APRIL 2003 
25 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 99 

- 

Registration numberRegistrasienommer: 36/7.1.5/0384 

Name of medicine/Naam van medisyne:  CIALIS 

Dosage fodoseringsvorrn: TABLET 

Active  ingTedients/Aktiewe  bestanddele: 
EACH TABLET CONTAINSELKE TABLET BE\ AT 
TADALAFIL 20,O mg 

Conditions of registratiodVoorwaardes vir registrasje: 

AppIicadApplikant: ELI  LILLY (SA) (PTY) LTD 

ManufacturerNervaardiger: ELI LILLY,  LILLY TECF  INOLOGY CENTRE, 
INDIANAPOLIS, INDIAVA USA 

PackerNerpakker: ELI LILLY, HANTS, HAMPSI4IR.E UK 
LILLY  SA, MADRID SPAIN 

LaboratoryLaboratorium: ELI  LILLY, HANTS, HAMPSHIRE UK 
ELI LILLY, CORPORATE CENTRE  INDIANAPOLIS 
INDIANA USA 

INDIANAPOLIS,  INDIANA USA 
SOUTH AFRICAN BU1U:AU OF STANDARDS, 
PRETORIA RSA 
CONSULTING CHEMTCAL LAB, STAR STREET 
BOKSBURG RSA 
ELI  LILLY, BRYANSTON RSA 

ELI LILLY, LILLY TECHNOLOGY CENTRE, 

Shelf-lifeRakleeftyd: 24 months/maande 

Date of registration: 25 APRIL 2003 
Datum van  registrasie 25 APRJL 2003 



100 No. 25200 GOVERNMENT  GAZETTE, 18 JULY 2003 

Registration numberRegistrasienommer: 32/20.1.1/0 1 18 

Name of medicine/Naam van medisyne: CPL ALLIANCE CIPROFLOXACIN 250 

Dosage forln/Doseringsvorm: TABLET 

Active ingredientdAktiewe bestanddele: 
EACH TABLET  CONTAINSELKE  TABLET BEVAT: 
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO 
CIPROFLOXACIN ... 250,O mg 

Conditions of registration/Voonvaardes vir registrasie: 
1,2, 3, 4, 5a, 6 

Applicant/Applikant: ALLIANCE PHARMA (PTY) LTD 

ManufacturerNervaardiger: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 

PackerNerpakker: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 

LaboratorylLaboratorium: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 
ANALYTICON, KEWTON PARK RSA 
ALLIANCE PHARMA, VILLAGE MAIN RSA 

Shelf-life/Rakleeftyd: 24 monthdmaande 

Date of registration: 0 1 APRIL 2003 
Datum van registrasie 01 APRIL 2003 



STAATSKOERANT, 18 JULIE 2003 No. 25200 101 

Registration numberRegistrasienommer: 32/20.1.1/0 1 19 

Name of medicinemaam van medisyne: CPL ALLIANCE CIPROFLOXACIN 500 

Dosage formDoseringsvorm:  TABLET 

Active ingredients/Aktiewe bestanddele: 
EACH TABLET CONTArNYELKE TABLET BEVAT : 
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO 
CIPROFLOXACIN ... 500,O mg 

Conditions of registrationNoorwaardes vir registrasie: 
1 ,2 ,3 ,4 ,  5a, 6 

ApplicadApplikant: ALLIANCE PHARMA (PTY) LTD 

ManufacturerNervaardiger: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 

PackeriVerpakker: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 

LaboratoryLaboratorium: CADILA PHARMACEUTICALS, AHMEDABAD INDIA 
ANALYTICON, KEMPTON PARK RSA 
ALLIANCE PHARMA, VILLAGE MAIN RSA 

Shelf-life/Rakieeftyd: 24 monthshaande 

Date of registration: 01 APRIL 2003 
Datum  van registrasie 01 APRIL 2003 


