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~ ~~ ~ 

MRF 15 (MBR 15) 

Registration number: 9311 6.113 

Name of medicine: SYNJLOC P E D  LC 

Dosage form: INFUSION 

Active ingredients: EACH SYRINGE CONTAINS: 
IZlvfOXYCXLLIN TRMYDRATE EQUIVALENT TO 
AMOXYCILLIN 200,O MG 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAWJLANIC ACID 50,O MG 
PREDNISOLONE 10,O MG 

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

Applicant: PFIZER LABORATORIES (PTY) LTD 

Manufacturer : 

Packer : 

PFIZER ITALIANA S .p.A, LATINA, ITALY 

PFIZER ITALIANA S.p.A, LATINA, ITALY 

Laboratory: FPRC: PFIZER ITALIANA S.p.A, LATINA, ITALY 
FPRR: PFIZER LABORATORIES, PIETERMARITZBURG, 

RSA 

Shelf-life: 18 months 

Date of registration: 25 NOVEMBER 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: 

9311.3.218 

ACTIVON 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
DIPRENORPHINE HYDROCHLORIDE 12,O MG 

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

MC PXARMA (PTY) LTD 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 

PHARMA-Q, INDUSTRILA, JOHPLNNESBURG 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 
MC PHARMA, LYTTELTON MANOR, CENTURION 

24 months 

17 FEBRUARY 2006 
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Registration number: 93/1.3.1/9 

Name of medicine: CAPTNON 49 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ETORPHINE HYDROCHLORIDE 4,9MG 

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

Applicant: MC PHARMA (PTY) LTD 

Manufacturer: PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Packer: PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Laboratory: PHARMA-Q, INDUSTRZA, JOHANNESBURG 
MC PHARMA, LYTTELTON AMANOR, CENTURION 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 1s (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant : 

ivlanufactmer : 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

93/1.3.1/!0 

CAPTIVUN 98 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
STORPHINE HYDROCHLORIDE 9.8 MG 

MC PHARMA (PTY) LTD 

PHARMA-Q, m m s m ,  JOHANNESBURG 
PHNUMA-Q, NDUSTRZA, JOHANNESBURG 

PHARhlA-Q, INDUSTRIA, J0HANNESBUR.G 
MC PHARMA, LYTTELTON MANOR, CENTURION 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Lab oratory:FPRC/FPRR: 

Shelf-life: 

Date of registration: 

3115.310394 

MICRO NEOSTIGMINE METHYL SULPHATE 
INJECTION 2,5 MGML (5 ML A/v) 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
NEOSTIGMINE METHYL SULPHATE 2,5 mg 

MICRO HEALTHCARE (PTY) LTD 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM, RSA 

24 months 

17 FEBRUARY 2006 

G06-032026-B 
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MRF 15 
~ ~ _ _  

Registration number: 31/2.9/0459 

Name of medicine: ALCHEMIST PETHIDINE HCL INJECTION 25 MG/l ML 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml AMPOULE CONTAINS: 
PETHIDINE HYDROCHLORIDE 25,O 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:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 
~ ~ ~~ 

Registration number: 3 1/2.9/0460 

Name of medicine: ALCHEMIST PETHIDINE HCL INJECTION 50 MG/l ML 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml AMPOULE CONTAINS: 
PETHIDINE HYDROCHLORIDE 50,O 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:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 3 1 /2.9/046 I 

Name of medicine: ALCHEMIST PETHIDINE HCL INJECTION 
100 MG/2 ML 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml AMPOULE CONTAINS: 
PETHIDINE HYDROCHLORIDE 100,O MG 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

M mu fac turer : MICRO HEALTHCARE, BETHLEHEM RSA 

Packer: MICRO HEALTHCARE, BETHLEHEM RSA 

Laboratory:FPRC/FPRR: MICRO KEALTHCARE, BETHLEHEM RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 31/13.5/0475 

Name of medicine: MICRO LUBRICATING JELLY 

Dosage form: 

Active ingredients: 

JELLY 

EACH 100,O g JELLY CONTAlNS: 
GLYCERINE 11,25 g 

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:FPRC/ FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant : 

Manufacturer: 

Packer: 

Laboratory:FPRC/FPRR: 

Shelf-life: 

Date of registration: 

32/17.1/0241 

ALCHEMIST SUXAiiETHONIUM INJECTION 
100 MG/2 ML 

INJECTION 

EACH 2,O ml SOLUTION CONTAINS: 
SUXAMETHONIUM CHLORIDE 
DIHYDRATE . . . , . .. . .. . .. . .. . . . . , . a .. . .. ... . .. 100,O mg 

MICRO HEALTHCARE (PTY) LTD 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM7 RSA 

24 months 

17 FEBRUARY 2006 
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Registration number: 32/10.2/0333 

Name of medicine: MICRO THEOPHYLLN ETHYLENE DIAMINE 
I.V. INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH 10,O ml SOLUTION CONTAINS: 
AMrNOPHYLLrn 250,O mg 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer: MICRO HEALTHCARE, BETHLEmM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC/FPRR: 

Shelf-life: 

Date of registration: 

32/2.6.1/0334 

ALCHEMIST PROMAZINE HCL INJECTION 
50 MG/1 ML 

INJECTION 

EACH 1,0 ml SOLUTION CONTAINS: 
PROMAZINE HYDROCHLORIDE 50,O mg 

MICRO HEALTHCARE (PTY) LTD 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM, RSA 

MICRO HEALTHCARE, BETHLEHEM, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 
5 

Registration number: 3 312 -7103 97 

Name of medicine: MICRO SUFENTANlL INJECTION 10 ug/2 ml 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
SUFENTANIL CITRATE EQUIVALENT TO 
SUFENTAML 10,o ug 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer : MICRO HEALTHCARE, BETHLEHEM, M A  

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

S helf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



18 NO. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 
~ ~ 

Registration number: 33 12.7103 9 8 

Name of medicine: MICRO SUFENTANIL INJECTION 50 ugh0 ml 

Dosage form: INJECTION 

Active ingredients: EACH 10,O ml SOLUTION CONTAINS: 
SUFENTANIL CITRATE EQUIVALENT TO 
SUFENTANDL 50,O ug 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer: MICRO HEALTHCARE, BETHLEEM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 3 3/2.1 io423 

Name of medicine: MICRO KETAMM INJECTION 10 MG/ML 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
KETAMINE HYDROCHLORIDE EQUIVALENT TO 
KETAMINE 10,O mg 

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

Applicant: MICRO NEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer: MICRO HEALTHCARE, BETHLElEM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: 33/1.2/0473 

Name of medicine: MICRO CLOMIPRAMINE HCL INJECTION 
25 MGI2ML 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
CLOMIPRAMM HYDROCHLORIDE 25,O rng 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

Xanut'acturer : IMICRO HEALTHCARE, BETHLEHEM, RSA 

Packer : iMICRO HEALTHCARE, BETHLEHEM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 34/5.7.2/0051 

Name of medicine: MICRO METOCLOPRAMIDE INJECTION 
10 MG/2 ML 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml SOLUTION CONTAIhiS: 
METOCLOPRAMIDE MONOHYDRATE EQUIVALENT 
TO METOCLOPWIDE 10,O mg 

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

Applicant: MICRO HEALTHCARE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer: MICRO HEALTHCAFE, BETHLEHEM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 34j2.6. Y O  1 26 

Name of medicine: MICRO DROPEFUDOL INJECTION 5 MG/2 ML 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
DROPERIDOL 590 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:FPRC/FPRR: MICRO HEALTHCARE,, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC : 
FPRCEPRR: 

Shelf-life: 

3417.1.310229 

ACCUMAX 5 MG 

TABLET 

EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 5,o mg 

PFIZER LABORATORIES (PTY) LTD 

GOEDECKE GmbH., FRELBURG, GERMANY 
PFIZER PHARMACEUTICALS LTD, VEGA BAJA, 
PUERTO RZCO 

GOEDECKE GmbH., FREIBURG, GERMANY 

GOEDECKE GmbH., FREIBURG, GERMANY 
PFLZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

36 months 

Date of registration: 17 FEBRUARY 2006 
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MFW I5 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC : 
FPRC/FPRR: 

Shelf-life: 

Date of registration: 

34/7.1.3/0230 

ACCUMAX 10 MG 

TABLET 

EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 10,O mg 

192,374, 5,697 

PFIZER LABORATORIES (PTY) LTD 

GOEDECKE GrnbH., FREIBURG, GERMANY 
PFIZER PHARMACEUTICALS, VEGA BAJA, 
PUERTO RICO 

GOEDECKE GmbH, FREIBURG, GERMANY 

GOEDECKE GmbH., FREIBURG, GERMANY 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

36 months 

17 FEBRUARY 2006 
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MRF 15 (h4BR 15) 

Registration number: 34/7.1.3/023 1 

Name of medicine: ACCUMAX 20 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAIXS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 20,O mg . 

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

Applicant : PFIZER LABORATORIES (PTY) LTD 

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

Packer : GOEDECKE GmbH., FREIBURG, GERMANY 

Lab 0ratory:FPRC : GOEDECKE GmbH., FREIBURG, GERMANY 

CAPE TOWN, RSA 
FPRCLFPRR: PFIZER GLOBAL MANUFACTURING, RETREAT, 

Shelf-li fe : 36 months 

Date of registration: 17 FEBRUARY 2006 

G06-032026-C 
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MRF 15 (MBR 15) 

Registration number: 34/7.1.3/0232 

Name of medicine: A C C W  40 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUJNAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUTNAPRIL 40,O mg 

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

Applicant: PFIZER LABORATORIES (PTY) LTD 

Manufacturer: GOEDECKE GmbH., FREIBURG, GERMANY 
PFIZER PHARMACEUTICALS, VEGA BAJA, 
PUERTO RICO 

Packer: GOEDECKE GmbH., FREIBURG, GERMANY 

Laboratory:FPRC : GOEDECKE GmbH., FRETSLRG, GERMANY 

CAPE TOWN, RSA 
FPRCEPRR: PFIZER GLOBAL MANUFACTURING, RETREAT, 

Shelf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Re@ stra tion number: 3 6/34/0432 

Name of medicine: SUN PHARMA STERILE WATER FOR INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH AMPOULE CONTAINS: 
WATER FOR INJECTION 2,O ml 

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

Applicant: MC PHARMA (PTY) LTD 

Manufacturer: M J PHARMACEUTICALS LTD, HALOL, GUJARAT, 
INDIA 

Packer: 

Laboratory: 

M J PHARMACEUTICALS LTD, HALOL, GUJARAT, 
mLA 

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

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 37/26/0 103 

Name of medicine: HX-MITOXANTRONE 20 MG/10 ML 

Dosage form: INFUSION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
MITOXANTONE HYDROCHLORIDE EQUIVALENT 
TO MITOXANTRONE 2,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRIA 

Packer: 

Laboratory:FPRC: 

S helf-life: 

Date of registration: 

EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA WEST, RSA 

EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

H E W  PHARMA, WESTMEAD, RSA 
PHARMA-Q, INDUSTRIA WEST, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration nuniber: 36/7.1.3/0382 

Name of medicine: DIOVAN 40 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VALSARTAN 40,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer : NOVARTIS PHAECMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 

Packer: NOVARTIS PHAFWA STEIN, 
SCWFHAUSERSTRASSE, STEIN, SWITZERLAND 
ALLPACK AG, MUTTENZ, SWTTZERLAND 
KONPHARMA AG, PRATTELN, SWITZERLAND 
NOVARTIS PHARMA GmbH, WEHR, GERMANY 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA FPRCEPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 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: FPRC: 
FPRR: 

Shelf-life: 

Date of registration: 

37/5.8/0 1 38 

SINUTAB SINUS PAIN AND CONGESTION 

TABLET 

EACH TABLET CONTAINS: 
PARACETAMOL 500,O mg 
PSEUDOEPHEDRZNE HYDROCHLORIDE 30,O mg 

WARNER-LAMBERT S.A. (PTY) LTD 

GOEDECKE AG, FREIBURG, GERMANY 

GOEDECKE AG, FREIBURG, GERMANY 
WARNER-LAMBERT, RETREAT, RSA 

GOEDECKE AG, FREIBURG, GERMANY 
WARNER-LAMBERT, RETREAT, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 

Registration number: 37/26/0168 

Name of medicine: MITOXANTRONE-HEXAL 20 MG/lO ML 

Dosage form: INFUSION 

Active ingredients: EACH 1,O rnl SOLUTION CONTAINS: 
M I T O M T O N E  HYDROCHLORIDE EQUIVALENT 
TO MITOXANTRONE 2,O MG 

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

AppIic ant: 

Manufacturer: 

Packer: 

H E W  PHARMA (S.A.) (PTY) LTD 

EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRLA 

EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRIA 
DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRJA WEST, RSA 

Laboratory:FPRC : EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERLACH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
PHARMA-Q, INDUSTRlA WEST, RSA 

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: 3 7/3/0 1 a6 

Name of medicine: FASTURTEC 1,5 MG/ML 

Dosage form: INFUSION 

Active ingredients: EACH VIAL CONTAINS: 
RASBURICASE 1,5 MG 

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

AppIicant: SANOFI-SYNTHELABO (PTY) LTD 

Manufacturer: SANOFI WINTHROP WDUSTFUE, NOTRE DAME de 
BONDEVILLE, FRANCE 

Packer: SANOFI WTNTHROP INDUSTRE, NOTRE DAME de 
BONDEVDLLE, FRANCE 

Laboratory:FPRC : SANOFI WINTHROP INDUSTRE, NOTRE DAME de 
BONDEVILLE, FRANCE 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: SANOFI-SYNTHELABO, WOODMEAD, RSA 

Shelf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 
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IvlRF 15 

Registration number: 37/34/0187 

Name of medicine: SOLVENT FOR FASTURTEC 

Dosage form: SOLUTION 

Active ingredients : EACH 1,0 ml SOLUTION CONTAINS: 
POLOXAMER 188 1,O MG 
WATER FOR INJECTIONS qs  1 ,O ML 

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

Applicant: SANOFI-SYNTHELABO (PTY) LTD 

Manufacturer: SANOFZ WINTICROP TNDUSTRIE, AMBARES, 
FRANCE 

Packer: SANOFI WINTHROP INDUSTRLE, NOTRE DAME de 
BONDEVILLE, FRANCE 
SANOFI WINTHROP INDUSTFUE, AMBARES, 
FRANCE 

Laboratory :FPRC : SANOFI WINTHROP INDUSTRIE, NOTRE DAME de 
BONDEVILLE, F U V C E  
SANOFI WINTHROP INDUSTRE, AMBARES, 
FRANCE 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: SANOFI-SYNTHELABO, WOODMEAD, RSA 

Shelf-li fe: 48 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 37/7.1.3/0225 

Name of medicine: CO-DIOVAN 160 PLUS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VALSARTAN 160,O MG 
HYDROCHLOROTHIAZIDE 25,O MG 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRCRPRR: 

Shelf-life: 

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOVARTIS PHARMA STEIN, 
SCHAFFHAESERSTRASSE, STEIN, SWITZERLAND 

NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
ALLPACK AG, MUTTENZ, SWITZERLAND 
KONPHARMA AG, PRATTELN, SWITZERLAND 
NOVARTIS PHARMA GmbH, WEHR, GERMANY 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRAS SE, STEIN, SWITZERLANR 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

24 months 

Date of registration: 25 NOVEMBER 2005 



STAATSKOERANT, 13 APRIL 2006 No. 28678 35 

MRF 15 

Registration number: 37/34/0243 

Name of medicine: NUTFUNEAL PD4 WITH 1,1% AMINO ACIDS 

Dosage form: DIALYSIS SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
CALCIUM CHLORIDE DIHYDRATE 0,184 g 
MAGNESIUM CHLORIDE HEXAHYDRATE 0,0508 g 
SODIUM LACTATE 4,480 g 
SODIUM CHLORIDE 5,380 g 

AMINO ACID BLEND: 
L-ALANINE 
L-ARGININE 
GLYCINE 

L-ISOLEUCINE 
L-LEUCINE 
L-LYSINE 
L-METHIONINE 
L-PHENYLALANINE 
L-PROLINE 
L-SERINE 
L-THREO"E 
L-TRYPTOPHAN 
L-TYROSINE 
L-VALINE 

L-HISTIDINE 

95 1 ,O mg 
1071,O mg 

5 10,O mg 
714,O mg 
850,O mg 

1020,O mg 
950,O mg 
850,O mg 
570,O mg 
595,O mg 
5 10,O mg 
646,O mg 
270,O mg 
300,O mg 

1393,O mg 

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

Applicant: ADCOCK INGRPLM CRITICAL CARE (PTY) LTD 

Manufacturer: BAXTER HEALTHCARE S.A, CASTLE BAR, 
COUNTY MAYO, IRELAND 
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Packer: BAXTER HEALTHCARE S.A, CASTLE BAR, 
COUNTY MAYO, lRELAND 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory:FPRC : BAXTER HEALTHCARE S.A, CASTLE BAR, 
COUNTY MAYO, IRELAND 
BAXTER R&D EUROPE, NIVELLES, BELGIUM 
ADCOCK INGRPLM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

FPRC/FPRR: 

Shelf-life: 24 months 

Date of registration: I7 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 37 

MRF 15 (MBR 15) 
~ ~~ ~~~~ ~ 

Registration number: 37/5.8/0260 

Name of medicine: SINUTAB S W S  ALLERGY 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PARACETAMOL 500,O MG 
CHLORPKENIRAMN MALEATE 2,O MG 
PSEUDOEPHEDRINE HYDROCHLORIDE 30,O MG 

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

Applicant: WARNER-LAMBERT S.A. (PTY) LTD 

Manufacturer: WARNER-LAMBERT, RETREAT, RSA 

Packer: WARNER-LAMBERT, RETREAT, RSA 

Laboratory: FPRC: WARNER-LAMBERT, RETREAT, RSA 
FPRR: WARNER-LAMBERT, RETREAT, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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M W  15 (MBR 15) 

Registration number: 37/20.1.1/0362 

Name of medicine: PHARMACARE AZITHROMYCIN 500 MG 

Dosage form: TABLET 

Activ? ingredients: EACH TABLET CONTAINS: 
3t AZITHROMYCIhT MONOHYDRATE EQUIVALENT 

TO AZITHROMYCIN 500,O rng 
r$ 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 

Packer: 

Laboratory: 

Shelf-life: 

LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 

LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 3 7/ 1 0.2.1 /463 

Name of medicine: CIPLA-IPRATROPIUM BROMIDE RESPULES 

Dosage fonn: INHALATION 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
IPR4TROPruM BROMIDE 0,50 MG 

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

Applicant: CIPLA MEDPRO (PTY) LTD 

Manufacturer: 

Packer: 

Laboratory: 

S helf-life: 

CIPLA LTD, VIKKROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 37f 1.210533 

Name of medicine: VENLOR 373 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VENZAFAXINE HYDROCHLORIDE EQUIVALENT 
TO VENLAFAXINE 3 7 3  mg 

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

Applicant: CPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CPLA LTD, PATALGANGA, RAIGAD, INDIA 

Packer: CIPLA LTD, PATALGANGA, RAIGAD, INDIA 

Laboratory:FPRC: 
FPRR: 

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

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number : 3711 210534 

Name of medicine: VENLOR 75 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VENLAFAXINE HYDROCHLORIDE EQUIVALENT 
TO VENLAFAXINE 75,O mg 

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

Applicant : CPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, PATALGANGA, RAIGAD, DDIA 

Packer : CIPLA LTD, PATALGANGA, RAIGAD, INDIA 

Laboratory:FPRC : 
FPRR: 

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

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 

G06-032026-4 
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Registration number: 37/2.1/0553 

Name of medicine: PROPOFOL 2 % FRESENIUS (20 ML AMPOULE) 

Dosage form: INJECTION 

Active ingredients: EACH 1 ,O ml EMULSION CONTAINS: 
PROPOFOL 20,O MG 

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

Applicant: FRESENWTS KABI S.A. (PTY) LTD 

Manufacturer: FRESEWS KABl AUSTRJA GmbH, GRAS, AUSTRIA 

Packer: FRESENIUS KABI AUSTRIA GmbH, GRAS, AUSTRIA 

Laboratory: FPRC: FRESENES KABI AUSTRIA GmbH, GRAS, AUSTRIA 

FRIEDBERG, GERMANY 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
BODENE, KORSTEN, PORT ELIZABETH 

FRESENTUS MI: DEUTSCHLAND GmbH, 

FPRR: FRESENIUS KABI, MIDRAM>, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
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Registration number: 37/2.1/0554 

Name of medicine: PROPOFOL 2 % FRESENIUS (50 ML VIAL) 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml EMULSION CONTAINS: 
PROPOFOL 20,O MG 

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

Applicant: FRESEWS KABI S.A. (PTY) LTD 

Manufacturer: FRESENIUS KABI AUSTRIA GmbH, GRAS, AUSTRIA 

Packer: FRESENIUS KABI AUSTRIA GmbH, GRAS, AUSTFUA 

Laboratory: FPRC: FRESENIUS KABI AUSTRIA GrnbH, GRAS, AUSTRIA 
FRESENIUS KABI DEUTSCHLAND GmbH, 
FRIEDBERG, GERMANY 
K€€ULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
BODENE, KORSTEN, PORT ELIZABETH 

FPRR: FRESEWS KABI, MIDRAND, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 712.1 I05 5 5 

Name of medicine: PROPOFOL 2 % FRESENIUS (1 00 ML VIAL) 

Dosage form: INJECTION 

Active ingredients: EACH 1 ,O ml EMULSION CONTAINS: 
PROPOFOL 20,O MG 

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

Applicant: FRESENIUS KABI S.A. (PTY) LTD 

Manufacturer: FRESENIUS KABI AUSTRIA GmbH, GRAS, AUSTRIA 

Packer : FRESEMS KABI AUSTRIA GrnbH, GRAS, AUSTRIA 

Laboratory: FPRC: FRESENIUS KABI AUSTRlA GmbH, GRAS, AUSTRIA 
FRESENWS KABI DEUTSCHLAND GmbH, 
FRIEDBERG, GERMANY 
KHULULEKANI[ LABORATORY SERVICES, 
MIDRAND, RSA 
BODENE, KORSTEN, PORT ELIZABETH 

FPRR: FRESEWS KABI, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer : 

Laboratory: FPRC : 

FPRR: 

Shelf-life: 

Date of registration: 

38/2.9/0092 

TRAMAHEXAL SR 100 

TABLET 

EACH TABLET CONTAINS: 
TRAMADOL HYDROCHLORIDE 100,O MG 

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

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

SALUTAS P H W  GmbH, BARLEBEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
H E W  PHARMA, WESTMEAD, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC : 

FPRR: 

Shelf-life: 

Date of registration: 

38/2.9/0093 

TRAMAHEXAL SR 150 

TABLET 

EACH TABLET CONTAINS: 
TRAMADOL HYDROCHLORIDE 150,O MG 

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

H E W  PHARMA (S.A.) (PTY) LTD 

SALUTAS PKARMA GmbH, BARLEBEN, GERMANY 

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

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LPLBOFUTORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
H E W  PHARMA, WESTMEAD, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer : 

Laboratory:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

38/2.9/0094 

TRAMAHEXAL SR 200 

TABLET 

EACH TABLET CONTAINS: 
TRAMADOL HYDROCHLORIDE 200,O MG 

H E X  PHARMA (S.A.) (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 

SALUTAS PHARMA GmbH, BAlUEBEN, GERMANY 
DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
H E W  PHARMA, WESTMEAD, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 38/5.8/0115 

Name of medicine: S W T A B  SINUS ALLERGY CONGESTION 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PSEUDOEPHEDRINE HYDROCHLORIDE 120,O MG 
CETIRIZINE DMYDROCHLORlDE 5,O MG 

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

Applicant: WARNER-LAMBERT S.A. (PTY) LTD 

Manufacturer: UCB FARCHIM S.A., BULLE, SWITZERLAND 

Packer: 

Laboratory: FPRC: UCB FARCHIM S.A., BULLE, SWITZERLAND 

UCB PHARMA S.A., P k W Z Z A ,  ITALY 

WARNER-LAMBERT RETREAT, RSA 
FPRR: WARNER-LAMBERT RETREAT, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration amber:  38/20.2.8/015 1 

Name of medicine: ELIVIR 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
Lamivudine ......................... 150,O mg 
Zidovudine .......................... 300,O rng 

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

Applicant: LE BAS1 PHARMACEUTICALS CC 

Manufacturer: VARICHEM LABORATORIES, HARA-RE, ZIMBABWE 

Packer: VARICHEM LABORATORIES, HARARE, ZI[MBAEWE 

Laboratory: FPRC: VARTCHEM LABORATORIES, HARARE, ZIMBABWE 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 
SERVICES, BARDENE, BOKSBURG, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
LE BAS1 PHARMACEUTICALS, POTCHEFSTROOM, 
RSA 

FPRR: 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 3 8/5.10/0 160 

Name of medicine: ONDANSETRON-HEW 4 MG 
FILM COATED TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ONDANSETRON HM)ROCHLORIDE EQ 
TO ONDANSETRON 4,O MG 

m 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: H E W  AG, HOLZKIRCHEN, GERMANY 

Packer: DIVPHAl2M MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

Laboratory: HEXAX, AG, HOLZKJRCHEN, GERMANY 
SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAC LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
HEXAL PHARNA, WSTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer : 

Packer: 

Laborat oxy: 

Shelf-life: 

Date of registration: 

38/5.10/016 1 

ONDANSETRON-HEW 8 MG 
FILM COATED TABLETS 

TABLET 

EACH TABLET CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 
TO ONDANSETRON 8,O MG 

HEXAL PHARMA (SA) (PTY) LTD 

HEXAL AG, HOLZKIRCHEN, GERMANY 

DNPHARM MANUFACTURING &PACKAGING, 
LONGDALE, JOHANNESBURG 

H E W  AG, HOLZKIRCHEN, GERMANY 
SALUTAS PIIARMA, BARLEBEN, GERMAN? 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
H E W  PHARMA, WESTMEAD, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 3 8/25.2/0 1 65 

Name of medicine: KABIVEN PERIPHERAL 

Dosage form: INE;USION 

Active ingredients: EACH SYSTEM CONTAINS THREE CHAMBERS: 
GLUCOSE 11 % CHAMBER CONTAINS PER 11 80 ml: 
Glucose anhydrous 130,O g 
VAMIN 28 NOVUM CHAMBER CONTAINS PER 400 ml: 
L-Alanine 6 4  g 
L-Arginine 495 g 
L-Aspartic Acid 1 9  g 
L-Glutamic Acid 2 2  g 
Glycine 3 2  g 
L-Histidine 297 g 
L- Is0 leucine 2 2  g 
L-Leucine 3 2  g 
L-Lysine hydrochloride 43 g 
L-Methionine 272 g 
L-P heny lalanine 3 2  g 
L-Proline 2Y7 g 
L-Serine 1 9 8  g 
L-Threonine 292 g 
L-TWtopha 0576 g 

LValine 2Y90 g 
Calcium Chloride 0930 g 
Sodium Glycerophosphate 270 g 
Magnesium Sulphate OY64 g 
Potassium Chloride 294 g 
Sodium Acetate 290 g 

Purified Soybean Oil 68YO g 

L-Tyrosine 0,092 g 

INTWIFID 20 % CHAMBER CONTAINS PER 340 ml: 

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

Applicant: FRESENrUS KABI S.A. (PTY) LTD 
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Manufacturer : FRESEMUS W I  AB, UPPSALA, SWEDEN 

Packer: FRESENTUS KABI AB, UPPSALA, SWEDEN 

Laboratory:FPRC : FRESENTUS KABI AB, UPPSALA, SWEDEN 
KHULULEKANI LABORATORY SERVICE, MIDRAND 
BODENE, PORT ELIZABETH, RSA 

BODENE, PORT ELIZABETH, RSA 
FPRR: FRESEWS KABI, MIDRAND, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MR.F 15 (MBR 15) 

Registration number: 38/34/0227 

Name of medicine: EBIXA 10 MG/G DROPS 

Dosage form: DROPS 

Active ingredients: EACH 1,0 g SOLUTION CONTAINS: 
MEMANTINE HYDROCHLORIDE 10,O MG 

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

Applicant: H. LUNDBECK (PTY) LTD 

Manufacturer: MERZ + CO. GmbH 8z CO., REINHEIM, GERMANY 

Packer : MEW + CO. GmbH & CO., REINHEM, GERMANY 

Laboratory: FPRC: MERZ + CO. GmbH & CO., REZNHEM, GERMANY 
H. LUNDBECK NS, COPENHAGEN, DENMARK 
H. LUNDBECK, NORTH RIDING, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 38/20.1.1/0237 

Name of medicine: ADCO-MINOCYCLINE 50 

CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
MINOCYCLINE HYDROCHLORIDE EQUIVALENT 
TO MINOCYCLINE 50,O MG 

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

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: ETHYPHARM INDUSTRIES, CHATEAUNEUF-EN- 
THYMERATS, FRANCE 

Packer: E"J3lTHAR.M INDUSTRIES, CHATEAUNEUF-EN- 
THYMEUS, FRANCE 
ADCOCK TNGRAM HEALTHCARE, WADEVILLE, 
GERMISTON 
ADCOCK INGRAh4 HEALTHCARE, 
OLIFANTSFONTEIN, CLAYVILLE 

Laboratory :FPRC: ETHYPHARN INDUSTRIES, CHATTEAUNEUF-EN- 
THYMEMS, FRANCE 

GERMISTON 
ADCOCK INGRAM HEALTHCARE, 
OLEANTSFONTEIN, CLAYVILLE 

FPRCRPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: 38/20.1.1/0238 

Name of medicine: ADCO-MINOCYCLINE 100 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
MINOCYCLINE HYDROCHLORIDE EQUNALENT 
TO MINOCYCLINE 100,O MG 

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

Applicant: ADCOCK N G W  LIMITED 

Manufacturer: ETHYPHARM INDUSTRIES, CHATEAUNEUF-EN- 
THYMERAIS, FRANCE 

Packer: ETKYPHARM INDUSTRLES, CHATEAUNEW-EN- 
THYMERAIS, FRANCE 
ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON 
ADCOCK INGRAM HEALTHCARE, 
OLIFANTSFONTEIN, CLAYVILLE 

Laboratory:FPRC : ETHYPHARM INDUSTRPES, CHATEAUNEW-EN- 
THYMERAIS, FRANCE 

GERMISTON 
ADCOCK INGRAM HEALTHCARE, 
OLIFANTSFONTEIN, CLAYVILLE 

FPRCRPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 (MBR 15) 

Registration number: 38113.4.210265 

Name of medicine: APEX-ISOTRETINOIN 20 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ISOTRETINOLN 20,O mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: FARMACEUTISCH AiVALYTISCH LABORATOREM 
B.V., DUIVEN, THE NETHERLANDS 

Packer: FARMACEUTISCH ANALYTISCH LABORATORIUM 
B.V., DUIVEN, THE NETHERLAWS 

Laboratory: FPRC : FARMACEUTISCH MALYTISCH LABORATORIUM 
B.V., DUNEN, THE NETHERLANDS 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICALS SERVICES, 
BARDENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, SAXONWOLD, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



58 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 
~ ~~ 

MRF 15 (MBR 15) 

Registration number: 38/13.4.2/0267 

Name of medicine: APEX-ISOTRETNOIN 10 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ISOTRETINOIN 10,O mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: FARMACEUTISCH ANALYTISCH LABORATORIUM 
B.V., DUNEN, THE NETHERCANDS 

Packer: FARMACEUTISCH ANALYTISCH LABORATORlIJlM 
B.V., DUTVEN, THE NETHERLANDS 

Laborat0ry:FPRC: FARMACEUTISCH ANALYTISCH LABORATORIUM 
B.V., DUIVEN, THE NETHERLANDS 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICALS SERVICES, 
BARDEIW, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: CAMOX P€IARiiCEUTICALS, SAXONWOLD, M A  

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 59 

MRF 15 

Registration number: 3 8/34/0275 

Name of medicine: MERCK-CEFTIUAXONE WFI 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
WATER FOR INJECTIONS 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: LABORATOIRES INIBSA S.A., BARCELONA, 
SPAIN 

Packer: LABORATOIRES INIBSA SA., BARCELONA, 
SPAIN 
LDP-LABORATOIRES TORLAN SA, BARCELONA, 
SPAIN 

Laboratory: FPRC : LDP-LABOMTOIRES TORLAN SA, BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, POTCHEFSTROOM, RSA 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 



so NO. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC : 
FPRCEPRR: 

Shelf-life: 

Date of registration: 

38/1.2/0290 

ADCO-ZERTRA 50 

TAE3LET 

EACH TABLET CONTAINS: 
SERTRALZNE HYDROCHLORIDE EQUIVALENT TO 
S E R T W I N E  50,O mg 

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFJORDUR, ICELAND 

DELTA LTD, HAFNARFJORDUR, ICELAND 
ADCOCK I N G U M  HEALTHCARE, WADEVILLE, 
GERMISTON 
ADCOCK D I G M  HEALTHCARE, CLAYVILLE, 
OLIFPLNTSFONTEIN 

DELTA LTD, €-IAFNmJORDUR, ICELAND 
ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON 
ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 
OLIFANTSFONTEIN 

24 months 

17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 61 
~- 

MRF; 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC : 
FPRCEPRR: 

S helf-life: 

Date of registration: 

38/1.2/0291 

ADCO-ZERTRA 100 

TABLET 

EACH TABLET CONTAINS: 
SERTRALINE HYDROCHLORIDE EQUIVALENT TO 
SERTRALW 100,O mg 

ADCOCK INGRAM LIMITED 

DELTA LTD, HAFNARFJORDUR, ICELAND 

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

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

24 months 

17 FEBRUARY 2006 



62 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 (MBR 15) 

Registration number: A3 8/5.7.1/0380 

Name of medicine: APEX-LORATADINE 10 MG TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LORATADINE 10,O mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: MEDREICH STE€ULAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Packer: MEDREICH STEIULAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Laboratory :FPRC : MEDREICH STERILAB LTD, VIRGONAGAR, 
BAYGALORE, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG 
INSPECTORATE M&L, OFCVONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 63 

MRF 15 (MBR 15) 

Registration number: A38/20.2.8/0409 

Name of medicine: TRIOMUNE 40 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMWUDINE 150,O mg 
STAVUDINE 40,O mg 
NEVIRAPFNE 200,O mg 

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

Applicant: CPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, PATALGANGA, MAHAEUSHTRA, INDIA 

Packer: CPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 

Laboratory: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA 
CPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



64 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 

Registration number: A3 81'2.2IO5 64 

Name of medicine: MICRO MIDAZOLAM INJECTION 5 MG/5 ML 

Dosage form: INJECTION 

Active ingredients: EACH 5,O rnl SOLUTION CONTAINS: 
MIDAZOLAM HYDROCHLORIDE EQUIVALENT TO 
MTDAZOLAM 590 mg 

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

Applicant: MICRO HEALTHCAFE (PTY) LTD 

Manufacturer: MICRO HEALTHCARE, BETHLEHEM, RSA 

Packer: MICRO KEALTHCARE, BETHLEHEM, RSA 

Laboratory:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 NO. 28678 6s 

MRF 15 
~ ~ --- _ _  

Registration number: A3 812.210565 

Name of medicine: MICRO MlDAZOLAM INJECTION 15 MG/3 ML 

Dosage form: INJECTION 

Active ingredients: EACH 3,O rn so UTION CONTAINS: 
MIDAZOLAM HYDROCHLOFUDE EQUIVALENT TO 
MIDAZOLAM 15,O 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:FPRC/FPRFt MICRO HEALTHCARE, BETHLEHEM, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 



66 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 

Registration number: A3812.210566 

Name of medicine: MICRO MlDAZOLAM INJECTION 50 MG110 NL 

Dosage form: INJECTION 

Active ingredlznts: EACH 10,O ml SOLUTION CO RAINS: 
MIDAZOLAM HYDROCHLORIDE EQWALENT TO 
MIDAZOLAM 50,O 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:FPRC/FPRR: MICRO HEALTHCARE, BETHLEHEM, RSA 

She1 f-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 ~0 .28678  67 

MRF 15 

Registration number: A3 8/2 1.1 /0506 

Name of medicine: APlDRA 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
INSULIN GLULISINE EQUIMOLAR TO 
INSULIN 100,O iu 

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

Applicant: AVENTIS PHARMA (PTY) LTD 

Manufacturer: AVENTIS PHARMA DEUTSCHLAND GmbH, 
FRANKFURT, GERMANY 

Packer: AVENTIS PHARMA DEUTSCHLAND GmbH, 
FRANKFURT, GERMANY 
AVENTIS PHARIvfA, WALTLOO, PRETORIA 

AVENTIS PHARMA DEUTSCHLAND GmbH, 
FRANKFURT, GERMANY 

FPRUFPRR: AVENTIS PHARMA, WALTLOO, PRETORIA 

Laboratory:FPRC : 

S helf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



68 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 

Registration number: A38/2 1.12/0656 

Name of medicine: FASLODEX 

Dosage form: INJECTION 

Active ingredients: EACH 5,O ml SOLUTION CONTAINS: 
FULVESTRANT 250,O MG 

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

Applicant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD 

Manufacturer: VETTER PHARh4A-FERTIGUNG GmbH, 
SCHUTZENSTRASSE, RAVENSBURG, GERMANY 

Packer: VETTER PHARh4.A-FERTIGUNG GmbH, 
SCHUTZENSTRASSE, RAVENSBURG, GERMANY 
VETTER PHARMA-FERTIGUNG GmbH, 
HOLBEINSTRASSE, RAVENSBURG, GERMANY 
ASTRAZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

Laboratory:FPRC : VETTER PHARMA-FERTIGUNG GmbH, 
SCHUTZENSTRASSE, RAVENSBURG, GERIANY 
VETTER PHARMA-FERTIGUNG GmbH, 
KOLBEINSTRASSE, RAVENSBURG, GERMANY 
VETTER PHARMA-FERTIGUNG GmbH, 
LAJYGENARGEN, GERMANY 
ASTRAZENECA UK, MACCLESFIELD,CHESHIRE,UK 
ANALYTICON, KEMPTON PARK, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

ALBERTON, RSA 
FPRCFPRR: ASTRAZENECA PHARMACEUTICALS, ALRODE, 

S helf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 69 

Registration number: A3 8/5.4/0699 

Name of medicine: ENABLEX 7,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
DARIFENACIN HYDROBROMIDE EQWALENT TO 
DARIFENACIN 7,5 MG 

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

Applicant: NOVARTIS SOUTH AFRTCA (PTY) LTD 

Manufacturer: PFIZER INC, BROOKLYN, NEW YOFX, USA 

Packer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC : NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBUXG 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA FPRCEPRR: 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



70 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 (MBR 15) 

Registration number: A38/5.4/0700 

Name of medicine: ENABLEX 15 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
DARTFENACIN €€YDR0BROh4.DE EQUIVALENT TO 

- DAREENACIN 15,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: PFIZER INC, BROOKLYN, NEW YORK, USA 

Packer: 

Laboratory: 

NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
NOVARTIS, SPARTAN, KEL;IMPTON PARK, RSA 

NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
NOVARTIS, SPARTmT, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 

http://YDR0BROh4.DE


STAATSKOERANT, 13 APRIL 2006 No. 28678 71 

Registration number: A39/2.2/002 1 

Name of medicine: APEX-ZOPICLONE 7,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ZOPICLONE 775 mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Packer: INTAS PHAFWACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Laboratory:FPRC: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 
SOUTH AF'RICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: CAMOX PHARMACEUTICALS, AMALGAM, 
JOHANNESBURG, RSA 

Shelf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 



72 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 

Registration number: A3 9/2.2/0022 

Name of medicine: ZOPIVANE 7,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ZOPICLONE 725 mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Packer: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Laboratory :FPRC : N A S  PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: CAMOX PHARMACEUTICALS, AMALGAM, 
JOHANNESBURG, RSA 

S he1 f-life: 36 months 

Date of registration: 17 FEBRUARY 2006 



NO. 28678 73 STAATSKOERANT, 13 APRIL 2006 

M W  15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Lab0ratory:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A39/26/0028 

ALIMTA 500 MG 

INFUSION 

EACH VIAL CONTAINS: 
PEMETREXED DISODIUM EQUIVALENT TO 
PEMETREXED 500,O iMG 

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

LILLY FRANCE S.A.S., FEGERSHEIM, FRANCE 

LILLY FRANCE S.A.S., FEGERSHEM, FRANCE 

LILLY FRANCE S.A.S., FEGERSHEIM, FRANCE 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, P R E T O U  
ELI LILLY, BRYANSTON, RSA 

24 months 

17 FEBRUARY 2006 



74 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 (MBR 15) 

Registration number: A39/8.2/0079 

Name of medicine: CLEXANE 20 

Dosage form: INJECTION 

Active ingredients: EACH 0,2 ml SOLUTION CONTAINS: 
ENOXAPARIN SODIUM 20,O mg 

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

Applicant: AVENTIS PHARMA (PTY) LTD 

Manufacturer: AVENTIS PHARh4.A SPECIALITES, CEDEX, FRANCE 
AVENTIS PKARMA le TRAIT, le TRAIT, FIWiVCE 

Packer : AVENTIS PHARMA SPECIALITES, CEDEX, FRANCE 
AVENTIS PHARMA le TRAIT, le TRAIT, FRANCE 
AVENTIS PHARMA, WALTLOO, PRETORIA 

Laboratory:FPRC: AVENTIS PHARMA SPECIALITES, CEDEX, FRANCE 
AVENTIS PHARMA le TRAIT, le TRAIT, FRANCE 

FPRC/FPRR: AVENTIS PHARMA, WALTLOO, PRETORIA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 NO. 28678 75 

MRF 15 (MBR 15) 

Registration number: A3 9/6 . N O  1 06 

Name of medicine: INSPRA 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
EPLERENONE 25,O MG 

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

Applicant: PFIZER LABORATORIES (PTY) LTD 

Manufacturer: SEARLE LTD, CAGUAS, PUERTO RICO 

Packer: SEARLE LTD, CAGUAS, PUERTO FUCO 
PHARMACIA LTD, MORPETH, NORTHUMBERLAND 
UK 

Laboratory: FPRC : PHARMACIA LTD, MORPETH, NORTHUMBERLAND 
UK 

CAPE TOWN, RSA 
FPRCEPRR: PFIZER GLOBAL MANUFACTURING, RETREAT, 

S helf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



76 No. 28678 GOVERNMENT GAZETTE, 1 3  APRIL 2006 

MRF; 15 (MBR 15) 

Registration number: A3 916.410 1 07 

Name of medicine: INSPRA 50 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
EPLEFSNONE 50,O MG 

Conditions o f  registration: 1,2,3,4, 5,6,7 

Applicant: PFIZER LABORATORIES (PTY) LTD 

Manufacturer: SEARLE LTD, CAGUAS, PUERTO RICO 

Packer: SEARLE LTD, CAGUAS, PUERTO RICO 
PHARMACIA LTD, MORPETH, NORTHUMBERLAND 
UK 

Lab0ratory:FPRC: PHARMACIA LTD, MORPETH, NORTHUMBERLAND 
UK 

CAPE TOWN, RSA 
FPRC/FPRR: PFIZER GLOBAL MAIWAC"G, RETREAT, 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 77 

MRF 15 

Registration number: A39/20.2.8/0110 

Name of medicine: VARI-STAVUDLNE 30 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
STAVUDINE 30,O MG 

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

Applicant: LEBASI PHARMACEUTICALS CC 

Manufacturer: VAFUCHE,M PHARMACEUTICALS (PVT) LTD, 
HARARE, ZWLBABWE 

Packer : VARICHEM PHARMACELTICALS VVT) LTD, 
HARARE,zlMBABwE 

Laborzto,y:FPRC: VAIUCKEM PHARMACEUTICALS (PVT) LTD, 
HAIIARE,zlMBABwE 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

FPRR: LEBASI PHARMACEUTICALS, POTCHEFSTROOLM 

S helf-life: 24 months 

Date of regstration: 17 FEBRUARY 2006 



78 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 

Registration number: A39/20.2.8/01 I 1  

Name of medicine: VARI-STAVUDINE 40 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAZNS: 
STAKJDINE 40,O MG 

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

Applicant: LEBASI PHARMACEUTICALS CC 

Manufacturer: VARICHEM PHARMACEUTICALS (PVT) LTD, 
HARARE,ZIMBABwE 

Packer: VARICHEM PHARMACEUTICALS (PVT) LTD, 
HARARE,zIMBABwE 

Laboratory :FPRC : VARICHEM PHARMACEUTICALS (PVT) LTD, 
HARARE,zrMBABwE 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 
CONSULTING CHEMICAL, LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

FPRR: LEBASI PHARMACEUTICALS, POTCHEFSTROOM 

S helf-life: 24 months 

Date of regiskation: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 79 

MRF 15 

Registration number: A39/20.2.2/0118 

Name of medicine: NAFIN 250 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFINE HYDROCHLORIDE EQUIVALENT TO 
TERBLNAFINE 250,O MG 

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

Applicant: RANBAXY (S.A.) (PTY) LTD 

Manufacturer: 

Packer : 

Laboratory :FPRC : 

RANBAXY LABORATORTES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

W A X Y  LASORATORTES LTD, DEWAS, INDIA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE, UNIERSITY, 
POTCHEFSTROOM 

FPRR: RANBAXY, CENTURION, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



80 No. 28678 GOVERNMENT GAZETTE. 13 APRIL 2006 

MRF 15 

Registration number: A39/7.1.3/0138 

Name of medicine: QUINAHEXAL20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUINAPF3L HYDROCHLORIDE EQUIVALENT TO 
QUINAPRlL 20,O mg 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 

Packer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
DIVPHARM M A N U F A C m G  &PACKAGING, 
LONGDALE, GAUTENG, RSA 

Lab0ratory:FPRC: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

S helf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 81 

Registration number: A3917.1.310 139 

Name of medicine: QU][NAHEXAL40 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUINAPRlL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 40,O mg 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 

Packer: MERCK FARMA y Q W I C A ,  BARCELONA, SPAIN 
DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

Laboratory:FPRC : MERCK FARMA y QULMICA, BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



82 No. 28678 GOVERNMENT GAZETTE, 13 APRIL 2006 

MRF 15 (MBR 15) 

Registration number: A39/11.5/0263 

Name of medicine: LENNON LACTULOSE LEMON 

Dosage form: SOLUTION 

Active ingredients: EACH 5,O ml SOLUTION CONTAINS: 
LACTULOSE ANHYDROUS 3,297 g 

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

Applicant: PHARMACARE: LIMITED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

Packer: 

Laboratory: 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

Shelf-life: 24 months 

, Date of registration: 23 SEPTEMBER 2005 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

LaboratoqcFPRC : 
FPRC/FPRR: 

Shelf-life: 

Date of registration: 

A39/1.2/0308 

SERTRA TABLETS 50 MG 

TABLET 

EACH TABLET CONTAINS: 
SERTRALINE HYDROCHLORIDE E Q W A L E m  TO 
SERTRALINE 50,O MG 

PFIZER LABORATORIES (PTY) LTD 

PFIZER ITALIA S.r.l., BORGO S A N  MICHELE, ITALY 

PFIZER ITALIA S.r.l., BORGO S A N  MICHELE, ITALY 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER ITALIA S.r.l., BORGO SAN MICHELE, ITALY 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

36 months 

17 FEBRUARY 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRCBPRR: 

Shelf-life: 

Date of registration: 

A39/7.0/0326 

CADUET 5 MGI10 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODEPINE BESYLATE EQUIVALENT TO 
AMLODIPINE 5,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 10,O MG 

PFIZER LABORATORIES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEMTTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL, MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFEER AC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

I7 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC : 

FPRCIFPRR: 

Shelf-life: 

Date of registration: 

A3 917.010327 

CADUET 5 MGl20 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPZNE BESYLATE EQUIVALENT TO 
AMLODPINE 5,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 20,O MG 

PFIZER LABORATORIES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORE;, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRC/FPRR: 

She1 f-life : 

Date of registration: 

A3 9l7.0l0328 

CADUET 5 MG/40 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQUIVALENT TO 
AMCODIPINE 5,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVAST ATIN 40,O MG 

PFIZER LABORATORIES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREBURG, GERMANY 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FRETSURG, GERMANY 
PFIZER INC, BROOKLYN, NEW Y O N ,  USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEWTTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOIUYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory :FPRC: 

FPRCEPRR: 

Shelf-life: 

Date of registration: 

A3 9/7.0/03 29 

CADUET 5 MG/80 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQUIVALENT TO 
AMLODIPINE 5,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 80,O MG 

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

PFIZER LABORATORIES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEIMITIXLWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAI, MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEMTTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC: 

FPRC/FPRR: 

Shelf-li fe: 

Date of registration: 

A39/7.0/0330 

CADUET 10 MG/lO MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPPINE BESYLATE EQUIVALENT TO 
AMLODIPPINE 10,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 10,O MG 

PFIZER LABORATOEUES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC: 

FPRC/FPRTC: 

Shelf-life: 

Date of registration: 

A3917.01033 1 

CADUET 10 MG/20 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQWALENT TO 
AMLODIPINE 10,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 20,O MG 

PFIZER LABORATORIES (PTY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, 
RETREAT, CAPE TOWN, RSA 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC: 

FPRCRPRR: 

She1 f-life: 

Date of registration: 

A39l7.0103 32 

CADUET 10 MG/40 MG 

TABLET 

EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQUIVALENT TO 
AMLODIPINE 10,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 40,O MG 

PFIZER LABORATORIES (F’TY) LTD 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL, MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER JNC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL MANUFACTURING, RETREAT, 
CAPE TOWN, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.0/0333 

Name of medicine: CADUET 10 MG/80 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQWALENT TO 
AMLODIPINE 10,O MG 
ATORVASTATIN CALCIUM EQUIVALENT TO 
ATORVASTATIN 80,O MG 

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

Applicant: PFIZER LABORATORIES (PTY) LTD 

Manufacturer: PFIZER GmbH ARZNEMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 

Packer: PFIZER GmbH ARZNEIMITTELWERK 
GOEDECKE, FREIBURG, GERMANY 
PFIZER NC, BROOKLYN, NEW YORK, USA 
PFIZER GLOBAL IbfAWFACTUlUNG, RETREAT, 
CAPE TOWN, RSA 

Laboratory: FPRC : PFIZER GmbH ARZNEWIITTELWERK 
GOEDECKE, FREJBURG, GERMANY 
PFIZER INC, BROOKLYN, NEW YO% USA 

CAPE TOWN, RSA 
FPRCBPRR: PFIZER GLOBAL MANUFACTURING, RETREAT, 

She1 f-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.1/0368 

Name of medicine: APEX-WODIPINE 5 MG 

Dosage form: TA.BLET 

Active ingredients: EACH TABLET CONTAINS: 
AMLODIPINE BESYLATE EQUIVALENT TO 
AMLODIPINE 5,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Packer: W A S  PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Laborat0xy:FPRC: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 
SOUTH AFRICAN BUREAU OF STATJDARDS, 
GROENKLOOF, PRETORIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SEVERTONDALE, RSA 
INSPECTORATE M&L, ORNONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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I 

MRF 15 

Registration number: A39/7.1/0369 

Name of medicine: APEX-AMLODIPINE 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
AMLODIPINE BESKATE EQUIVALENT TO 
AMLODIPINE 10,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Packer : "AS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Laboratory:FPRC: INTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

S helf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
< 
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MRF 15 

Registration number: A39/2.9/04 1 5 

Name of medicine: TRAMPLZAC CAPSULES 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
TRAMADOL HYDROCHLORDE 50,O mg 

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

Applicant: ZYDUS HEALTHCARE S.A. (PTY) LTD 

’ Manufacturer: ZYDUS CADILA HEALTHCARE LTD, SANAND, 
AHMEDABAD, INDIA 

Packer: ZYDUS CADILA HEALTHCARE LTD, SANAND, 
AHMEDABAD, INDIA 

Laboratory:FPRC: ZYDUS CADILA HEALTHCARE LTD, S A ” ,  
AHMEDABAD, INDIA 
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 
SERVICES, SILVERTONDALE, RSA 
INSTITUTE FOR INDUSTRIAL PHARMACY, 
UNIVERSITY, POTCHEFSTROOM 
ZYDUS HEALTHCARE S.A, VAN DER HOFF PARK, 
POTCHEFSTROOM, RSA 

FPRR: 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Lab0ratory:FPRC : 

FPRR: 

Shelf-life: 

Date of registration: 

A39/2.5/0492 

MERCK-LAh4OTRIGINE 25 MG 

TABLET 

EACH TABLET CONTAINS: 
LAMOTRIGINE 25,O MG 

MERCK GENERICS RSA (PTY) LTD 

GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 

GENFHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUlMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL "LTFACTURTNG, 
WADEVILLE, RSA 

GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, RELAND 
MERCK FARMA y QUTMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, M A  
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
MERCK GENERICS RSA, MODDERFONTEIN 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: A3 9/2 .YO493 

Name of medicine: MERCK-LAMOTRIGBE 50 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTATNS: 
LAMOTRIGINE 50,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer : GEWHAEW PKPLRMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 

Packer: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATOEUES, DUBLIN, IRELAND 
MERCK FARMA y QUIMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

Laboratory:FPRC: GEN'PHARN PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUIMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNNERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS RSA, MODDERFONTEIN 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of regstration: 

Applicant: 

Manufacturer : 

Packer: 

Lab0ratory:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A39/2.5/0494 

MERCK-LAMOTRIGINE 100 MG 

TABLET 

EACH TABLET CONTAINS: 
LAMOTRIGINE 100,O MG 

MERCK GENERICS RSA (PTY) LTD 

GENPHARh4 PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 

GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUIMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURZNG, 
WADEVILLE, RSA 

GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUIMlCA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTLJRING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNNERSITY, POTCHEFSTROOM 
MERCK GENERICS RSA, MODDERFONTEIN 

24 months 

17 FEBRUARY 2006 
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MRF 15 

Registration number: A3 912.510495 

Name of medicine: MERCK-LAMOTRIGINE 200 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 200,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 

Packer: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO, CANADA 
GENERICS LTD, POTTERS BAR, HXRTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUTMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

Laboratory :WRC : GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARfO, CANADA 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA y QUTMICA S.A., BARCELONA, 
SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS RSA, MODDERFONTEIN 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.1.3/0541 

Name of medicine: CORYOL 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 25,O mg 

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

Applicant: SANDOZ (PTY) LTD 

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

Packer: KRKA, D.D., NOVO MESTO, SL0VE"I.A 
NOVARTIS S.A., SPARTAN, KEWTON PARK 

Lab0ratory:FPRC: KRKA, D.D., NOVO MESTO, SLOVENIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, KEMPTON PARK, M A  
NOVARTIS S.A., SPARTAN, KEMJ?TON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.1.3/0542 

Name of medicine: CORYOL 6,25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 6,25 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: KRKA, D.D., NOVO MESTO, SLOVENLA 

Packer : KRKA, D.D., NOVO MESTO, SLOVENIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory:FPRC: KRKA, D.D., NOVO MESTO, SLOVENIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENISLOOF, PRETORIA 
ANALYTICON, KEMPTON PARK, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.1.3/0543 

Name of medicine: CORYOL 12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 12,5 mg 

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

Applicant: SANDOZ (PTY) LTD 

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

Packer: KRKA, D.D., NOVO MESTO, SLOVENIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory:FPRC: KRKA, D.D., NOVO MESTO, SLOVENIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, KEMPTGN P-, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/34/0549 

Name of medicine: DOCETERE SOLVENT 

Dosage form: SOLUTION 

Active ingredients: EACH V N  CONTAINS: 
WATER FOR INECTIONS 1,s M L  

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

Applicant: AVENTIS PHARMA (PTY) LTD 

Manufacturer: AVENTIS PHAEWfA, DAGENHAM, EAST-ESSEX, UK 

Packer: AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
AVENTIS PKGRMA, WALTLOO, PRETORIA 

Laboratory :FPRC: AVENTIS PHARMA, DAGEiYKAM, EAST-ESSEX, UK 
FPRC/FPRR: AVENTIS PHARMA, WALTLOO, PRETORIA 

Shelf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/26/0550 

Name of medicine: DOCETERE 20 MG 

Dosage form: INFUSION 

Active ingredients: EACH SlNGLE-DOSE VIAL CONTAINS: 
DOCETAXEL TFUHYDRATE EQUIVALENT TO 
DOCETAXEL 20,O MG 

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

Applicant: AVENTIS PHARMA (PTY) LTD 

Manufacturer: AVENTIS PRICJPES ACTlFS PHARMACEUTIQUES, 
VITRY-SUR-SEINE, FRANCE 
AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PIERRE FABRE MEDICAMENT PRODUCTION7 

DRON, FRANCE 

Packer: AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 
AVENTIS PHARMA, WALTLOO, PRETORIA 

Laborat0ry:FPRC: AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 

FPRCRPRR: AVENTIS PHARMA, WALTLOO, PRETORIA 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: A39f 261 055 1 

Name of medicine: DOCETERE 80 MG 

Dosage form: INFUSION 

Active ingredients: EACH SINGLE-DOSE VIAL CONTAINS: 
DOCETAXEL TRIHYDRATE EQUIVALENT TO 
DOCETAXEL 80,O MG 

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

Applicant: AVENTIS PHARMA (PTY) LTD 

Manufacturer: AVENTIS PRICIPES ACTIFS PHARMACEUTIQUES, 
VITRY-SUR.-SEINE, F’RANCE 
AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PERRE FAERE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 

Packer: AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 
AVENTIS PHARMA, WALTLOO, PRETORIA 

Laboratory:FPRC: AVENTIS PHARMA, DAGENHAM, EAST-ESSEX, UK 
PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 

FPRClFPRR: AVENTIS PHARMA, WALTLOO, PRETORIA 

Shelf-life: 36 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A39/7.1.3/0554 

Name of medicine: SANDOZ CARVEDILOL 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDLLOL 25,O mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer : K.RKA, D.D., NOVO MESTO, SLOWMA 

Packer: KRKA, D.D., NOVO MESTQ, SLOVENLA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory: FPRC : KRKA, D.D., NOVO MESTO, SLOVEMA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETOlUA 
ANALYTICON, KEMPTON PARK, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A3917.1.310555 

Name of medicine: SANDOZ CARVEDILOL 6,25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 6,25 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: 

Packer: 

JSRKA, D.D., NOVO MESTO, SLOVENIA 

KRKA, D.D., NOVO MESTO, SLOVENLA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

KRKA, D.D., NOVO MESTO, SLOVENIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, KEMPTON PARK, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Laboratory :FPRC : 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: A39/7.1.3/0556 

Name of medicine: SANDOZ CARVEDILOL 12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 12,5 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: 

Packer: 

KRKA, D.D., NOVO RIESTO, SLOVENIA 

KRKA, D.D., NOVO MESTO, SLOVENIA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

KRKA, D.D., NOVO MESTO, SLOVENIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENIUOOF, PRETOIUA 
AE\JALYTICON, KEMPTON PARK, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Laboratory :FPRC : 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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Registration number: A3913.210597 

Name of medicine: FOSAGEN 70 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ALENDRONATE SODrUM EQUIVALENT TO 
ALENDRONIC ACID 70,O mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 

Packer: 

Laboratory: FPRC : 

FPRR: 

S he1 f- li fe : 

Date of regstration: 

GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVTLLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 

GERARD LABORATORIES, DUBLIN, IRELAND 
RlERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
MERCK GENERICS RSA, MODDERFONTEIN, RSA 

24 months 

17 FEBRUARY 2006 



STAATSKOERANT, 13 APRIL 2006 No. 28678 109 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A40/1.2/0085 

MERCK-SERTRALINE 50 

TABLET 

EACH TABLET CONTAINS: 
SERTRALINE HYDROCHLORIDE EQUrVALENT TO 
SERTRALDJE 50,O mg 

MERCK GENERICS RSA (PTY) LTD 

GENPHARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 

GENPHARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVZLLE, GERMISTON 
GERARD LABORATORIES, DUBLIN, IRELAND 

GENPHARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, G E M S T O N  
GERARD LABORATORLES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
MERCK GENERICS RSA, MODDERFONTEIN, RSA 

24 months 

17 FEBRUARY 2006 
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MRF 15 
~ ~ ~ 

Registration number: A40/1.2/0086 

Name of medicine: MERCK-SERTRALINE 100 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
SERTRALW HYDROCHLORDE EQUIVALENT TO 
SERTRALINE 100,O mg 

Conditions ofregistration: I, 2, 3,4, 5,6, 7 

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 

Packer: GEM'KARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERNISTON 
GERARD LABORATORIES, DUBLIN, E L A N D  

Laboratory:FPRC: GENPHARM PHARMACEUTICALS, ETOBICOKE, 
ONTARIO, CANADA 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GERARD LABORATORJES, DUBLIN, RELAND 
RESEARCH INSTITUTE FOR DIDUSTRIAL 
P H W C Y ,  UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
MERCK GENERICS RSA, MODDERFONTEIN, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: A40120.2.810578 

Name of medicine: TAMIFLU 75 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
OSELTAMIVIR PHOSPHATE EQUNALENT TO 
OSELTAMIVIR 75,O MG 

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

Applicant: ROCHE PRODUCTS (PTY) LTD 

Manufacturer: F. HOFFMANN-LA ROCHE LTD, BASEL, 
SWITZERLAND 

Packer: F. HOFFMANN-LA ROCHE LTD, BASEL, 
SWITZERLAND 
F. HOFFMANN LA ROCHE LTD, KAISERAUGST, 
S W T Z E W N  

WYHLEN, GERMANY 
ROCHE PRODUCTS, ISANDO, RSA 

GP GRENZACH PRODUKTIONS GmbH, GRENZACH- 

Laboratory: FPRC : F. HOFFMANN-LA ROCHE LTD, BASEL, 
SWITZERLAND 

FPRCRPRR: ROCHE PRODUCTS, ISANDO, RSA 

Shelf-li fe: 60 months 

Date of registration: 17 FEBRUARY 2006 




