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GENERAL NOTICE 
ALGEMENE KENNISGEWING 

NOTICE 672 OF 2006 

MEDICINES CONTROL COUNCIL 

CONDITIONS OF REGISTRATION OF A MEDICINE IN TERMS OF THE PROVISIONS OF SECTION 
15(7) OF THE MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACT No. 101 OF 1965) 
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The applicant shall ensure that the medicine is manufactured and controlled in terms of current 
Good Manufacturing Practices as determined by Council. 
The manufacture of this medicine is subject to regular investigation and inspections by the 
inspectors appointed in terms of Section 26 of the Act, to assess compliance with current Good 
Manufacturing Practices. 
The information in the package insert shall be updated on a regular basis to conform to the 
package insert recently approved by Council. 
The applicant must comply with all the legal requirements of the Medicines and Related 
Substances Act, 1965 (Act No. 101 of 1965). 
The registration of this medicine shall be subject to regular review regarding its quality, safety 
and efficacy, and the registration of this medicine may be varied subject to issues Council may 
deem fit. 
The first two production batches must be fully validated in terms of the detailed process 
validation protocol submitted at th’e time of application for registration, and the validation report 
must be submitted within a month after completion of the validation. 
The registration dossier is subject to review at intervals as determined by Council. 
A post-registration inspection must be conducted in the first production batch of the locally 
manufactured product. 
A post-registration inspection must be conducted on the first production batch manufactured 
by each local manufacturer. 
A post-registration inspection must be conducted on the first production batch of the imported 
product. 
Marketing of the product may only commence following a satisfactory post-registration 
inspection report. 
One sample of every batch, together with four copies of the protocol for testing of the bulk lot 
and filling lot, and six copies of the certificate of release issued by a competent authority in the 
country in which the product was manufactured, must be submitted to the Council for lot 
release purposes. 
The expiry date allocated shall be modified by adding a statement that the virus strains are 
currently recommended for South African usage in the specific year. 
The strains of the master seed viruses must be approved by the Department of Health for each 
year. 



4 No. 28855 GOVERNMENT GAZETTE, 26 MAY 2006 

KENNISGEWING 672 VAN 2006 

MEDtSYNEBEHEERRAAD 

VOORWAARDES VIR DIE REGlSTRASlE VAN 'N MEDISYNE IN TERME VAN DIE BEPALINGS VAN 
ARTIKEL 15(7) VAN DIE WET OP BEtfEER VAN MEDISYNE EN VERWANTE STOWE, 1965 (WET 
No. 101 
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VAN 1965) 

Die applikant sal verseker dat die medisyne vervaardig en beheer word ooreenkomstig 
huidige Goeie Vervaardigingspraktyke soos bepaal deur die Medisynebeheerraad. 
Die vervaardiging van hierdie medisyne is onderhewig aan gereelde ondersoeke en inspeksies 
deur inspekteurs, aangestel ingevolge Artikel 26 van die Wet, om die nakoming van Goeie 
Venraardigingspraktyke te bepaal. 
Die inligting soos vervat in die voubiljet moet op 'n gereelde grondslag opgedateer word in 
oareenstemming met 'n voubiljet wat onlangs deur die Raad goedgekeur is. 
Die applikant moet voldoen aan alle wetlike vereistes van die Wet op Medisyne en Verwante 
Stowwe, 1965 (Wet No. 101 van 1965). 
Die registrasie van hierdie medisyne is onderhewig aan gereelde hersiening rakende kwaliteit, 
veiligheid en effektiwiteit, en die registrasie van hierdie medisyne kan gewysig word 
onderhewig aan kwessies soos goedgedink deur die Raad. 
Die eerste Wee produksielotte moet ten volle gevalideer word ooreenkomstig die breedvoerige 
prosesvalidasie protokol wat ingedien is ten tye van die aansoek om registrasie, en die 
validasieverslag moet binne die bestek van een maand na die voltooiing van die validasie 
ingedien word. 
Die registrasie-aansoek is onderhewig aan hersiening met tussenposes soos deur die Raad 
bpaal. 
'n Na-registrasie-inspeksie moet 'op die eerste produksielot van die plaaslike vervaardigde 
produk uitgevoer word. 
'n Na-registrasie-inspeksie moet op die eerste produksielot van elke plaaslike vervaardiger 
uitgevoer word. 
'n Na-registrasie-inspeksie moet op die eerste produksielot van die ingevoerde produk 
uitgevoer word. 
Bemarking van die produk mag slegs in aanvang neem nadat 'n bevredigende na-registrasie- 
inspeksieverslag gedien het. 
Een monster van elke lot moet tesame met vier kopie6 van die protokolle vir die toets van die 
massalot en die vullot sowel as ses kopiee van die vrystellingsertifikaat wat uitgereik is deur 
die verantwoordelike beheerliggaam in die land waar die produk vervaardig word, ingedien 
word by die Raad vir lotvtystellingsdoeleindes. 
Dle vervaldatum toegeken, sal gewysig word deur 'n verklaring by te voeg dat die virusstamme 
tans vir Suid-Afrikaanse gebruik gedurende die gespesifiseerde jaar aanbeveel word. 
Die stamme van die oorspronklike saadvirusse moet elke jaar deur die Departement van 
Gesondheid goedgekeur word. 

I 
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MRF 15 

Registration n u m k  

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant 

Manufacturer: 

Packex 

Laborat0ry:FPRC: 

FPRR: 
%+ 

S he1 f-life: 

Date of registration: 

35/20.1.2/0232 

AMOCLAN 

TABUT . 

EACH TABLET CONTAINS: 
AMOXYCILLlN TRIHYDRATE EQUIVALENTTO 
A M O X Y C U  250,O mg 
POTASSIUM CLAWLANATE E Q W A L E "  TO 
CLAVULANC ACID 125,O mg 

SANDOZ pTYj LTD 

HIKMA P H A R M A C E U T I C A L S ~ ,  JORDAN 

HIKMA PHARMACEUTICALS,AMMAN, JORDAN 

HIKMA PHARMACEtJlICALSJhIMAN, JORDAN 
NOVARTIS SA, SPARTAN, KEMPTON PARK 
SANDOZ, SPARTAN, KEMPTON PARK 

24 months 

7 APRIL 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: . 

35/20.1.2/0233 

AMOCLAN FORTE 

TABLET 

EACH TABLET CONTAINS: 
AMOXYCILLIN TRMYDRATE EQWALENT TO 
AMOXYCILLIN 500,O mg 
POTASSIUM CLAWIANATE EQUIVALENT TO 
CLAVULAMC ACID 125,O mg 

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

SAND02 (PTY) LTD 

HJ&MA PHARMPLCEUTICALS,A, JORDAN 

HIKMA P H A R M A C E U T I C A L S , A ,  JORDAN 

MKMA PHARMACEUTICALS,AMMAN, JORDAN 
NOVARTIS SA, SPARTAN, KEMPTON PARK 
SANDOZ, SPARTAN, KEMPTON PARK 

24 months 

7 APRIL 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: I 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory :FPRC : 

FPRR: 

Shelf-life: 

Date of registration: 

35120.1.210249 

AMOCLANS 

POWDER FOR SUSPENSION 

EACH 5,O ml SUSPENSION CONTAINS: 
AMOXYCILLIN TEUHYDRATE EQUIVALENT' TO 
AMOXYCILLD? 125,O mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAWLAMC ACID 3125 mg 

SAND02 (PTY) LTD 

HIKMA PHARMACEUTICALS,AMMAN, JORDAN 

2_ 

KIKMA P€URMACEUTICALS,AMMAN, JORDAN - 
NOVARTE SA, SPARTAN, KEMPTON PARK 
SANDOZ, SPARTAN, KEMPTON PARK 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 35120.1 .YO250 

Name of medicine: AMOCLAN SF 

Dosage form: POWDER FOR SUSPENSION I 
Active ingredients: EACH 5,O ml SUSPENSION CONTAINS: 

AMOXYCLLIN lXIHYDUTE EQUIVALENT TO 
AMOXYCILLIN 250,O mg 
POTASSIUM CLAVULANATE EQUIVALENT TO 
CLAVULGNlC ACID , 62,5 &g 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: HIJSMA PHARMACEU'MCALS,AMMAN, JORDAN 

Packer: MKMA PIURMACEUTICAU,AMMAN, JORDAN 

Laborat0ry:FPRC: HI33l.A PHARMACEUTICALS,AMMAN, JORDAN 

FPRR: SANDOZ, SPARTAN, KEMPTON PARK 
NOVAFCTS SA, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

{ I  Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 36/30.1/0347 

Name of medicine: INFANRIX HEXA 4 

Dosage form: VACCINE 

Active ingredients: EACH 0,5 ml DOSE CONTAINS: 
DIPHTHERIA TOXOID nlt 30,O iu 
TETANUS TOXOID nlt 40,O iu 

FILAMENTOUS HEMAGGLUTININ 25,O ug 

I 

PERTUSSIS TOXOID 25,o ug 

PERTACTIN 8,O ug 
RECOMBINANT HBsAg l0,O ug 
POLIO VIRUS Type 1 Mahoney strain 40,O du 
POLIO VIRUS Type 2 MEF-1 strain 8,0 du 
POLIO VIRUS Type 3 Saukett strain 32,O du 
HAEMOPHILUS INFLUENZA TYPE B: 

PRP l0,O ug 
T 20,O - 40,O ug 

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

Applicant: GLAXOSMITHKLW S.A. (PTY) LTD 

Manufacturer: GLAXOSMITHKLINE BIOLOGICALS S.A., 
FUXENSART, BELGIUM 
CHIRON BEHRING, MARBURG, GERMANY 

Packer: GLAX0SMITHKI;INE BIOLOGICALS 
MANUFACTURING S.A.,IUXENSART, BELGIUM 
GLAXOSMITHKLINE BIOLOGICALS 
MANUFACTURING S.A., WAVRE, BELGIUM 
SACHSISCHES SERUMWERK DRESDEN, 
DRESDEN, GERMANY 
GLAXOSMITHKLm S.A., ALCALA DE 
HENARES, MADRID, SPAIN 
GLAXOSMITHKLINE, EPPING, CAPE TOWN 

Laboratory :FPRC: GLAXOSMITHKLINE BIOLOGICALS S.A., 
RIXENSART, BELGIUM 

FPRCFPRR: GLAXOSMITHKLINE, EPPING, CAPE TOWN 

Shelf-life: 36 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 36/7.5/0349 

Name of medicine: CRESTOR 10 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ROSUVASTATIN CALCIUM EQUIVALENT TO 
ROSWASTATIN 10,o mg 

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

Applicant: ASTRAZENECA PHARMACEUTICALS LTD 

Manufacturer: A S W E N E C A  GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
IPR PHARMACEUTICALS, CAROLINA, 

, PUERTORICO 

AS'I'RAZEWCA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTIUZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

Packer: 

Laboratory :FPRC : ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
ANALYTICON, TERENURE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ASTRAZENECA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PNARMACEUTICA, HALFWAY HOUSE 

WRC/FPRR: A S W E N E C A  PHABMACEUTICALS, ALRODE, 
ALBERTON, RSA 

, I  

SheU-life: 24 months 

Date of registration: 7 APRIL 2006, 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRCFPRR: 

Shelf-life: 

Date of registration: 

3 6/7.5/03 50 

CRESTOR 20 I 

TABLET 

EACH TABLET CONTAINS: 
ROSUVASTA" CALCIUM EQUIVALENT TO , 
ROSWASTATDI 2030 mg 

ASTRAZWCA PHARMACEUTICALS 0 LTD 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
IPR PHARMACEUTICALS, CABOUNA, 
PUERTO RICO 

ASTRAZENECA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTR4ZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
ANALYTICON, "ERENURE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ASTRAZENECA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PIWRMACEUTICA, HALFWAY HOUSE 
ASTRAZENECA PHARMACEUZTCALS, ALRODE, 
ALBERTON, RSA 

24 months 

7 APRIL 2006 

, 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

' Packer:. 

Lab0ratory:FPRC: 

36/7.5/0351 

CRESTOR 40 

TABLET 

EACH TABLET CONTAINS: 
ROSUVASTATIN CALCIUM E Q U W A L m  TO 
ROSUVASTATIIV 40,O mg 

ASTRAZENECA PHARMACEUTICALS 0 LTD 

A S W E N E C A  GmbH, PLANKSTAITT, 
GERMANT 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO MCO 
IPR PHARMACEUTICALS, CAROLINA, 
PUERTO RICO 

ASTRAZENECA UK LTD, MACCLESFIELD, 

JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTUZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

CHESHIRE, UK 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, , 
PUERTO lUC0 
ANALYTICON, TERENLRE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, M A  
ASTRAZENECA UK LTD, MACCLESFIELD, 

JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTRAZENECA PHARMACEUTICALS, AL.RODE, 
ALBERTON, RSA 

CHESHIRE, UK 

Shelf-We: 24 months 

Date of renistration: Y 7 APRIL, 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

1 ,  

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC: 

FPRCBPRR: 

Shelf-life: 

Date of registration: 

36/7.5/0353 

AZESTOR 10 

TABLET 

EACH TABLET CONTAINS: 
ROSUVASTATIN CALCIUM EQUIVALENT TO 
ROS WASTATIN 10,o mg 

ASTRAZENECA PHARMACEUTICALS 0 LTD 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
IPR PHARMACEUTICALS, CAROLINA, 
PUERTO RICO 

ASTRAZENECA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTRAZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
ANALYTICON, TERENURE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ASTRAZENECA UK LTD, MACCLESEELD, 
CHESHIRE, rn 
JANSSEN PHARMACEUTICA, -WAY HOUSE 
ASTUZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 361730354 

Name of medicine: AZESTOR 20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ROSWASTATIN CALCIUM EQUIVALENT TO 
ROSWASTATIN 20,O mg 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRCRPRR: 

Shelf-life: 

Date of registration: 

ASTRAZENECA PHARMACEUTICALS (PTY) LTD 

ASTRAZEMCA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PTJERTO RlCO 
IPR PHARMACEUTICALS, CAROLINA, 
PUERTO RICO 

ASTRAZENECA UK LTD, MACCLESFELD, 
CHESHIRE, UK 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTR4ZENECA PJURMACEUTICUS, ALRODE, 
ALBERTON, RSA 

ASTWENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
ANALYTICON, TERENURE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ASTR4ZENECA UK LTD, MACC&ESFELD, 
CHESHIRE. UK 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTRAZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

24 months 

7 APRIL. 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

c ,  

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory :FPRC: 

FPRCJFPRR: 

Shelf-life: 

Date of registration: 

36J730355 

AZESTOR 40 

TABLET 

EACH TABLET CONTAINS: 
ROSUVASTATIN CALCIUM EQUIVALENT TO 
ROSUVASTATIN 40,O mg 

ASTRAZENECA PHARMACEUTICALS (PTY) LTD 

ASTRAZENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
IPR PHARMACEUTICALS, CAROLINA, 
PUERTO RICO 

ASTRAZENECA UK LTD, MACCLESFIELD, 
CHESHIRE, UK 
JANSSEN PHARMACEUTTCA, HALFWAY HOUSE 
ASTRAZENECA PHAR1MACEUTICALS, ALRODE, 
ALBERTON, RSA 

ASTWENECA GmbH, PLANKSTADT, 
GERMANY 
IPR PHARMACEUTICALS, CANOVANAS, 
PUERTO RICO 
ANALYTICON, TERENURE, KEMPTON PARK 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ASTRllZENECA UK LTD, MACCLESFELR, 
CHESHIRE, UEC 
JANSSEN PHARMACEUTICA, HALFWAY HOUSE 
ASTRAZENECA PHARMACEUTICALS, ALRODE, 
ALBERTON, RSA 

24months , 

7 APRIL 2006 
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MRF 15 (MBR 15) 

Registration number: 37/20.1.1/0046 

Name of medicine: CPL ALLIANCE C E F T W O N E  250 

Dosage form: INJECTION 

Active ingredients: EACH MAL CONTAINS: 
CEFTRLQXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 250,O mg 

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

Applicant: ALLIANCE PHARMA (PTY) LTD 

Manufacturer: I CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
CUJARAT, INDIA 

Lab0ratory:FPRC: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJAFWT, INDIA 
ANALYTECON, KEMPTON PARK, RSA 

FPRC/FPRR: ALLIANCE PHARMA, VILLAGE MAIN, 
JOHANNESBURG, RSA 

Shelf-life: 24 months 
, I  

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

Registration number: 37/20.1.1/0048 

Name of medicine: CPL ALLIANCE CEFTRIAXONE 500 

Dosage form: INJECTION I 

Active ingredients; EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALWTO 
CEFTRIAXONE 500,O mg 

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

Applicant: ALLIANCE PHARMA (PTY) LTD 

Manufacturer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD,, 
GUJARAT, INRIA 

Laboratory :FPRC CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDM 
ANALYTICON, KEMPTON PARK, RSA 

FPRCLFPRR: ALLIANCE PHARMA, VILLAGE MAIN, 
JOHANNESBURG, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 

G06-050915--8 
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MRF 15 (MBR 15) 

Registration number: 37/20.1.l/004!? 

Name of medicine: CPL ALLIANCE CEFTRIAXONE 1000 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFTRlAxONE SODIUM EQWMXN” TO 
CEFTRIAXONE 1000,O mg 

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

Applicant: ALLIANCE PHARMA (PTY) LTD 

Manufacturer: CADILA PHARMACEUTICALS CTD, AHMEDABAD, 
GUJARAT, INDIA 

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDM 

Laborat0ry:FPRC: CADILA PHARMACEUTICALS LTD, AHNEDABAD, 
GUJARAT, INDIA 
ANALYTICON, KEMPTON PARK, RSA 

FPRC/FPRR: ALLIANCE PHARMA, VILLAGE MAIN, 
JOHANNESBURG, RSA 

Shelf-li fe: 24 months 

Date of registration: 17 FEBRUARY 2006 
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MRF 15 

Registration number: 37/34/0090 

Name of medicine: ACIDIC BICARBONATE HAEMODIALYSIS 
CONCENTRATE SW 127 A 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHLORIDE 210,68 g 
POTASSIUM CHLORIDE 

MAGNESIUM CHLORIDE HEXAHYDRATE 3,56 g 
GLACIAL ACETIC ACID 
GLUCOSE MONOHYDRATE EQUIVALENT 
TO ANHYDROUS GLUCOSE 

522 B 
CALCIUM CHLORIDE 6343 g 

6931 g 

3590 g 

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

Applicant: B. BRAUN MEDICAL (PTY) LTD I 

Manufacturer: B, BR4UN SCHIWA GmbH, GLANDORF, GERMANY ’ 

Packer: B. BRAUN SCHIWA GmbH, GLANDORF, GERMANY 

Laborat0ry:FPRC: 

FPRR: 

B. BRAUN SCHIWA GmbH, GLANDORF, GEFMANY 
INSPECTORAE M&L, ORMONDE, JOHANNESBURG 
B. BRAUN MEDICAL, HONEYDEW, RANDBURG 

Shelf-li fe: 36 months 

Date of registration: 7 APRIL 2006 

t 
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MRF 15 

Registration number: 37/34/009 1 

Name of medicine: ACIDIC BICARBONATE HAEMODMLYSIS 
CONCENTRATE SW 139 A 

Dosage form: 

Active ingredients: 

SOLUTION 

EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHLORIDE 210,68 g 

522 g POTASSIUM CHLORIDE 
CALCIUM CHLORIDE 9,01 g 
MAGNESIUM CJXORIDE HEXAHYDRATE 3,56 g 
GLACIAL ACETIC ACID 631 g 
GLUCOSE MONOHYDRATE EQUIVALEXT 
TO ANHM)ROUS GLUCOSE 35,oo g 

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

Applicant: B. BRAUN MEDICAL (PTY) LTD 

M a n U f B c t u e r :  B. BRAUN SCHWA GmbH, GLANDORF, GERMANY 

packer: B. BRAUN SCHIWA GmbH, GLANDORF, GERMANY 

L&otatory:FPRC: 

FPRR: 

B. BRAUN SCHWA GmbH, GLANDORF, GERMANY 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
B. BRAUN MEDICAL, HONEYDEW, RANDBURG 

Shelf-life: 36 months 

Date of registration: 7 APRIL 2006 
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MRF 15 (MBR 15) 

Registration number: 3 7/20.1.1/0 130 

Name of medicine: CPL ALLIANCE NORFLOXACIN 

Dosage form: TABLET 
1 ,  

Active ingredients: EACH TABLET CONTADIS: 
NORFLOXACIN 400,O mg 

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

Applicant: ALLIANCE PHARMA (PTY) LTD 

Manufacturer CADILA PlURMACEUTICALS, AHMEDABAD, 
GUJARAT, INDIA 

Packer: 

Laboratory: 

Shelf-life: 

CADILA PHARMACEUTICALS, AHMEDABAD, 
GUJARAT, INDIA 

CADILA PHARMACEUTICALS, AHMEDA13AD, 
GUJARAT, INDIA 
ANALYTICON, KEMPTON PARK, RSA 
ALLIANCE PHARMA, VILLAGE MAN, 
JOHANNESBURG, RSA 

24 months 

Date of registration: 23 SEPTEMBER 2005 
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MRF 15 

Registration number: 37/7.1/0376 

Name of medicine: ROLAB-AMLODIPINE 5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
AMLODIPINE MALEATE EQUIVALENT TO 
AMLODIPINE 590 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS LTD, TONGI, GAZIPUR, 
BANGLADESH 
NOYARTIS SA, SPARTAN, ICEMPTON PARK 

Packer: NOVARTIS LTD, TONGI, GAZIPUR, 
BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK 

Laborat0ry:FPRC: NOVARTIS LTD, TONGI, GAZIPUR, 
B ~ G L A D E S H  

FPRC/FPRR: NOVARTIS SA, SPARTAN, KEMPTON PARK 

She1 f-li fe: 24 months 

Dsie of registration: 7 APRIL 2006 
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MRF 15 

Registration number 

Name of medicine: 

Dosage fonn: 
I 1  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRCIFPRR: 

Shelf-life: 

Date of registration: 

37/7.1/0377 

ROLAB-AMLODIPME 10 

, 
TABLET 

EACH TABLET CONTAINS: 
AMLODIPINE MALEATE EQUIVALENT TO 
AMLODIPINE 10,O mg 

SANDOZ (PTY) LTD 

NOVARTIS LTD, TONGI, GAZIPUR, 
BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS LTD, TONGI, GAZIPUR, 
BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK 

NOVARTIS LTD, TONGI, GAZIPUR, 
BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK 

24 months 

7 APRlL 2U06 
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MRF 15 

Registration number: 37/20.1.1/06 17 

Name of medicine: BELEX 250 

Dosage fom: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CEPHALEXIN MONOHYDRATE EQUIVALENT TO 
CEPHALEXIN 250,O mg 

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

Applicant: 

Manufacturer: 

GULF DRUG COMPANY (PTY) LTD 

H O W  SDN. BHD., PERAJS, MALAYSIA 

Packer: I H O W  S,DN. BHD., PERAK, MALAYSIA 

Laboratory:J?PRC: HOVID SDN. BHD., PERAK, MALAYSIA 
WRAPSA, CENTURION, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKL.OOF, PRETORIA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
CONSULTING MICROBIOLOGICAL 
LABORATORY, BEYERSPARK, RSA 
GULF DRUG CO, MOUNT EDGECOMBE, RSA 

PHARMA-Q, ZNDUSTRZA, JOHANNESBURG 

, ,  FPW: 

She1 f-li fe: 24 months , 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration n u m k  37/20.1.1/0618 
I 

Name of medicine: BELEX 500 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CEPHALEXIN MONOHYDRATE EQUIVALENT TO 
CEPHALEXIN 500,O mg 

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

Applicant: GULF DRUG COWANY (PTY) LTD 

Manufacturer: HOVID SDN. BHD., PERAK, MALAYSIA 

Packer: 

Laboratory :FPRC: 

HOVID SDN. BHD., PERAK, MALAYSIA 

HOVID SDN. BHD., PERAK, MALAYSIA 
W S A ,  CENTURION, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENIUOOF, PRETORIA 
INSPECTORATE M&L, ORMONDE, 
JOHPLNNESBURG, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

INSTITUTE FOR PHARMACEUTICAL SERVICES., 
BARDENE, BOKSBURG, RSA 
CONSULTING MICROBIOLOGICAL 
LABORATORY, BEYERSPARK, RSA 
GULF DRUG CO, MOUNT EDGECOMBE, RSA 

PHARMA-Q, INDUSTRIA, JOHANNESBURG 

FPRR: 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 



26 No.28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MRF 15 (MBR 15) 

Registration number: 3713.210633 

Name of medicine: OSTEOHCEXAL 10 mg 

Dosage form: TABLET 

A&ke ingredients: EACH TABLET CONTAINS: 
POTASSIUM ALENDRONAE ANHYDRATE 
EQUIVALENT TO ALENDROMC ACID 10,O mg 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory :FPRC 

FPRR: 

Shelf-life: 

Date of registration: 

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRIK, H V I D O W ,  
DENMARK 

GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
DNPHARM MANCTFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, TEENURE, KEMPTON PARK, RSA 
kIExAL PHARMA, WESTMEAD, RSA 

I ,  

24 months 

7 APFUL 2006 
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MRF 15 (MBR 15) 

Registration number: 37f 3.210634 

Name of medicine: KALENDROMAX 10 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
POTASSIUM ALENDRONATE ANHYDRATE 
EQUIVALENT TO ALENDRONIC ACID 10,O mg 

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

Applicant: KEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, HVIDOW,  
DENMARK 

Packer: 
, 

GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

Laborat0ry:FPRC: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, TERENURE, KEMPTON PARK, M A  

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

Shelf-li fe: 24 months 

Date of registration: 7 APRIL 2006 



28 No. 28855 GOVERNMENT GAZETTE. 26 MAY 2006 

Registration number: 3?/3.1/0641 

Name of medicine: DIFEN SR 

Dosage form: TABLET 

Aotive ingredients: EACH TABLET C 0 N " S :  
DICLOFENAC SODIUM 100,O mg 

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

Applicant: GULF DRUG COMPANY 0 LTD 

Manufacturer: HOVID SDN. BHD., PERAK, MALAYSIA 

, Packer: HOVID SDN. BHD., PERAK, MALAYSLA 

Lab0ratory:FPRC: , HOVID SDN. BHD., PERAK, MALAYSIA 
W S A ,  CENTURION, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
PHARNA-Q, INDUSTRIA, JOHANNESBURG , 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
CONSULTING MICROBIOLOGICAL 
MORATORY, BEYERSPARK, RSA 
GULF DRUG COY MOUNT EDGECOMBE, RSA FPm. 

Date of registration: 7 APIUL 2006 
I 
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MRF 15 

Registration number: 37/3.1/0669 

Name of medicine: RESMED DICLOFENAC 75 INJECTION 

INJECTION 
I /  

Dosage fonn: 

Active ingredients: EACH'3,O ml SOLUTION CONTAINS: 
DICLOFENAC SODIUM 75,O mg 

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

Applicant: RESMED PHARMACEUTICALS 

Manufacturer: UNIQUE PHARMACEUTICAL LABORATORIES, 
GUJARAT, INDIA 

Packer: UNIQUE PHARMACEUTICAL LABORATORIES, 
GUJARAT, INDIA 

Laboratory :FPRC: UNIQUE PHARMACEUTICAL LABORATORIES, 
GUJARAT, INDIA 

PARK, DURBAN 
FPRR: RESMED PHARMACEUTICALS, SPRINGFIELD 

S helf-life: 24 months 

Date of registration: 17 FEBRUARY 2006 



30 No.28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MRF 15 (MBR 15) 
__ 

Registration number: 38/20.1.1/0016 

Name of medicine: BINOCLAR 250 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CWTHROMYCIN 250,O mg 

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

Applicant: SANDOZ (PTY) LTD 

* Manufacturer: NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS LTD, TONGI, GAZPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 
SANDOZ, SPARTAN, KEMPTON PARK, RSA 

Packer: 

Labarat0ry:FPRC: 

FPRClFPM: 
FPRR: 

Shelf-li fe: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 (MBR 15) 

Registration number: 38/20.1,1/00 17 

Name of medicine: BINOCLAR 500 
, 

TABLET 
, I  

Dosage form: 

Active ingredients: EACH TABLET CONTAINS: 
CLARITHROMYCIN 500,O mg 

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

Applicant: SANDOZ (PTY) L’ip 

Manufacturer: NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, M A  

Packer: NOVARTIS LTD, TONGI, GhIPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

Laboratory:FPRC: NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
SOUTH AFlUCAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 
SANDOZ, SPARTAN, KEMPTON PARK, M A  

FPRCBPRR: 
FPRR: 

S hew-li fe: 24 months 

Date of registration: 7 APRIL 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 

F'PRCATRR: 
FPl2R: 

She1 f-life: 

Date of registration: 

38/20.1.1/0018 

sANDoz-cLAIuTHRoMYcm 250 

TABLET 

EACH TABLET CONTAINS: 
CLARITHROMYCIN 250,O mg 

SANDOZ (PTY) LTD 

NOVARTIS LTD, TONGE, GAZIPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS LTD, TONGI, GAZPUR, BANGLADESH 
NQVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, . 

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

24 months 
I ,  

7 APFUL 2006 I 
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MRF 15 (MBR 15) 
~ 

Registration number: 3 8/20.1.1/00 19 

.g 

Name of medicine: SANDOZ-CLARITHROMYCIN 500 

I 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLARrrrnOMYCIN 500,O mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS LTD, TONGI, GAZIPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

Packer: NOVARTIS LTD, TONGI, GAZPUR, BANGLADESH 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

Lab0ratory:FPRC: NOVARTIS LTD, TONGI, GAZPUR, BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
PRETORIA, RSA 
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 
SANDOZ, SPARTAN, KEMPTON PARK, RSA 

FPRCEPRR: 
FPRR: 

Shelf-life: 24 months 

Date of registration: 7 i P R I I  3005 



34 No. 28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MRF 15 (MBR 15) 

Registration number: 38/2O.1,1/0024 

Name of medicine: CIPROBAY XR f000 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT 
TO CIPROFLOXACIN 1000,O mg 

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

Applicant: BAYER (PTY) LTD 

Manufacturer: i BAYER AG, LEVERKUSEN, GERMANY 

Packer: BAYER AG, LEVERKUSEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMACEUTICAL CONTRACTORS, ISANDO, RSA 

Laboratory: FPRC: BAYER AG, LEVERKUSEN, GERMANY 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPm. BAYER, ISANDO, RSA 

She1 f-life: 24 months 
, I  

Date of registration: 25 NOVEMBER 2005 
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Registration number: 

Name of mediche: 

Dosage form: 

Active ingredients: 

, 
Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

S helf-life: 

Date of registration: 

38/7.1.3/0116 0 

VECTORYL 8 mg 

TABLET 

EACH TABLET CONTAINS: 
PERINDOPRIL, TERT-BUTYLAMINE 8YO mg 

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

BIOGARAN SOUTH AFlUCA (PTY) LTD 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY 
F W C E  
SERVIER IRELAND INDUSTRIES, WICKLOW, 
IWLAND , 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY 
FRANCE 
SERVIER IRELAND INDUSTRUES, WICKLOW, 
IRELAND 

RSA 
TECHNZKON LABORATORIES, ROBERTVILLE, 

LES LABORATOIRES SERVIER INDUSTRIE, GIDY 
FRANCE 
SERVIER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 
INSPECTORATE M&L, ORMONRE, 
JOKANNESBURG, RSA 
BIOGARAN S.A., RIVONIA, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 38/7.1.3/0119 

Name of medicine: COVERSYL 8 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET C 0 N " S :  
PERINDOPRIL, TERT-BUTYL- 890 mg 

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

Applicant: SERVIER LABORATORIES SOUTH AFRICA 
OPTY) LTD 

, Manufacturer: LES LABORATOIRES SERVER INDUSTRIE, GIDY 
&CE 
SERVER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 

Pkcker: LES LABORATOIRES SERVER INDUSTRIE, GIDY 
FRANCE 
SERVIER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 
RSA I 

Lahratory:FPRC: CES LABORATOIRES SERVIER INDUSTRE, GIDY 

SERVER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 

JOHANNESBURG, RSA 
SERVER LABORATORIES S.A., RIVONIA, RSA 

. FRANCE 

t INSPECTORATE M&L, ORMONDE, 

FPm 

Shelf-life: , 24 months 

Date of registration: 7 APRIL 2006 

I 
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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: 

3 8/7.1.3/0 1 20 

PREXUM 8 mg 

TABLET 

EACH TABLET CONTAINS: 
PERTNDOPRIL, TERT-BUTYLAMINE 8,O mg 

BIOGAR4.N SOUTH AFRICA (PTY) LTD 

LES LABORATOIRES SERVIER INDUSTRE, GIDY 
FRANCE 

IRELAND 
SERVIER IRELAND INDUSTRIES, WICKLOW, 

LES LABORATOIRES SERVIER INDUSTRE, GIDY 
F " C E  
SERVIER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 
TECHNDKON LABORATORIES, ROBERTVILLE, 
RSA 

LES LABORATOIRES SERVIER INDUSTRE, GIDY 
FRANCE 
SERVIER IRELAND INDUSTRIES, WICKLOW, 
IRELAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
BIOGARAN S.A., RIVONIA, RSA 

24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditiuns of registration: 

Applicant: 

Manufacturer: 

* Packer: 

LaboratoryTPRC: 

FPRC/FPRR: 

Shelf-li fe: 

38/3.1/0 14 1 

PREXIGE 200 

TABLET 

EACH TABLET CONTAJNS: 
LUMIRACOrn 200,O mg 

1,2, 3,4,5,6,7 
A PSUR to be submitted at six-monthly intervals 

NOVARTIS SOUTH AFRICA (PTY) LTD 

NOV,UTIS P W  STEIN AG, STEIN, 
SWITZJ3UAND 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
ALLPACK AG, REINACH, SWITZERLAND 

KONAPHARMA AG, PRATTELN, SWITZERLAND 
NOVWTIS S.A., SPARTAN, KEMPTON PARK 

lVERS-LEE AG, BURGDORF, SWITZERLAND 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWKTZERLAND 
INSPIXTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 
I ,  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRC/FPRR. 

Shelf-life: 

Date of registration: 

3 813.1 /O 142 

PREXIGE 400 

TABLET 

EACH TABLET CONTAINS: 
LUMIRACOMB 400,O mg 

1,2,3,4,5,6,7 
A PSUR to be submitted at six-monthly intervals 

NOVARTIS SOUTH AFRICA (Pnr) LTD 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
ALLPACK AG, REINACH, SWITZERLAND 

KONAPHARMA AG, PRATTELN, SWITZERL,AND 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

IVERS-LEE AG, BURGDORF, SWITZERLAND 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registratian: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

38/20.2.2/0 148 

TERBICIL 1 Yo CREAM 

CREAM 

EACH 1,O g CREAM CONTAINS: 
TERBlNAFINE HYDROCHLORIDE 10,O mg 

P H A W C A R E  LIMITED 

LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONIA, 
EAST LONDON 

LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONIA, 
EAST LONDON 

LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONIA, 
EAST LONDON 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
P€WRMACARE LTD, KORSTEN, PORT ELIZABETH 

4 ,  

24 months , 

7 APRIL 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-We: 

Date of registration: 

3 812 1.8.2/0 1 88 
@ 

HEW-MPA 5 

TABLET 

EACH TABLET CONTAINS: 
MEDROXYPROGESTERONE ACETATE 5,O mg 

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

€ € E X  PHARMA (S.A.) (PTY) LTD 

SALUTAS PHARMA GmbH, BARLEBEN, 
GERMANY 

SALUTAS PHARMA GmbH, BARLEBEN, 
GERMANY 
DIVPHARM MANUFACTU€UNG & PACKAGING, 
LONGDALE, RSA 

I 

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

24 months. 

7 APIUL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

' Laborat0ry:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

3 812 1 .8.2/0 1 89 

HEXAL-MPA 10 

TABLET 

EACH TABLET CONTAINS: 
MEDROXYPROGESTERONE ACETATE 10,O rng 

1,2¶ 3,4¶ 5,637 

H E W  PHARMA (S.A.) 0 LTD 

SALUTAS PHARMA GmbH, BARLEBEN, 
GERMANY 

SUUTAS PHGRMA GmbH, BARLEBEN, 
GERMANY 
DIVPHARM MANUFAC'I"G & PACKAGING, 
LONGDALE, RSA 

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

24 months 

I 1  

7 APRIL 2006 
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h4RF 15 (MBR 15) 

Registration number: 3 8/5.10/0 197 

Name of medicine: HEW-ONDANSETRON 4 mg INJECTION 

I 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 
TO ONDANSETRON 290 mg 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: SOLUPHARM, MELSUNGEN, GEkMANY 

Packer: SOLUPHARM, MELSTJNGEN, GERMANY 
DIVPHARM IvlANUFACTURING & PACKAGING, 
LONGDALE, RSA 

Laboratory :FPRC SOLUPHARM, MELSUNGEN, GERMANY 
SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, TERENURE, KEMPTON P A R K ,  RSA 

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 (MJ3R 15) 

Registration number: 38/5.10/0200 

Name of medicine: ONDANSETRON HEXAL 4 mg INJECTION 

Dosage form: INJECTlON 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 
TO ONDANSETRON 290 mg 

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

Applicant: H E W  PHARMA (SA) (PTY) LTD 

Manufacturer: SOLUPHARM, MELSUNGEN, GERMANY 

Packer: SOLUPHARM, MELSUNGEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

Laboratory: FPRC : SOLUPHARM, MELSUNGEN, GERMANY 
SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, TERENURE, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 



~ 
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MRF 15 (MBR 15) 

Registration number: 38/5.10/02 17 

Name of medicine: ONDANSETRON HEXAL 8 mg INJECTION 

Dosage form: INJECTION 
4 ,  

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALFNT 
TO ONDANSETRON 290 mg 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer: SOLUPHARM, MELSUNGEN, GERMANY 

Packer: SOLUPHARM, MELSUNGEN, GERMANY 
DIVPHARM MANUFACTUIUNG 52 PACKAGING, 
LONGDALE, M A  

Laboratory :FPRC : SOLUPHARM, MELSUNGEN, GERMANY 
SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, TERENURE, KEMPTON PARK, RSA 

FPRR: HEXAL PHARMA, WESTMEAD, W A  

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

I 

Packer: 

Lab0ratory:FpRC: 

3 812 1.210223 

DIAGLUCIDE MR 30 mg 

TABLET 

EACH TABLET CONTAINS: 
GLICLAZIDE 30-,0 mg 

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

BIOGARAN SOUTH AFRICA (PTY) LTD 

LES LABORATOIRES SERVER INDUSTRIE, 
GIDY, FRANCE 
SERVER INDUSTRIES LTD, WICKLOW, 
IRELAND 

LES LABORATOIRES SERVIER INDUSTRIE, 
GDY, FRANCE 
SERVIER INDUSTRIES LTD, WICKLOW, 
JRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORLDA 

LES LABORATOIRES SERVIER INDUSTRTE, 
GIDY, F W C E  
SERVER INDUSTRIES LTD, WICKLOW, 
IRELAND 
INSPECTORATE M&L, ORMONDE, 
JOWANESBURG, RSA 

FPRR: BIOGARAN S.A., RNONIA, RSA 

Shelf-life: 24 months 

Date of registration: 7 APIUL 2006 
t 

I 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 
I 1  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC/FPRR: 

38/10.1/0239 

DILINCT DRY COUGH SYRUP 

, 

SYRW 

EACH 5,O ml SYRW CONTAINS: 
DEXTROMETHORPHAN 
HYDROBROMIDE l5,O mg 

ADCOCK INGRAM LIMITED 

ADCOCK INGRAM HEALTHCARE, W A D E W E ,  
GERMISTON, RSA 

ADCOCK INGRAM HEALTH&%RE, WADEVILLE, 
GERMISTON, RSA 

ADCOCK INGRAM HEALTHCARE, WADEWE,  
GERMISTON, RSA 

She1 f-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 38f2.6.510259 

Name of medicine: SOLIAN 100 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
AMISULPR.DE 100,O mg 

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

, Applicant: SANOF'I-SYNTHELABO (PTY) LTD 

4 Manufacturer: SANOFI WINTHROP INDUSTRIE, QUETIGNY, 
FRANCE 

"E AND WEAR, U.K. 
SANOFI-SYNTHELAB 0,NE WCAS "LE-ON-TYNE, 

Packer: SANOFI W T H R O P  INDUSTRIE, QUETIGNY, 
FRANCE 

"NE AND WEAR, U.K. 
PHARMACEUTICAL CONTRACTORS, ISANDO, 
RSA 

SANOFI-S YNTHELAB 0,NE WCASTLE-ON-TYNE, 

Lab0ratory:FpRC: SANOFI WINTHROP INDUSTRIE, QUETIGNY, 
FRANCE 

TYNE AND WEAR, U.K. 

JOHANNESBURG, RSA 

SANOFI-SYNTHELAB0,NEWCASTLE-ON-TYNE, 

I INSPECTORATE M&L, ORMONDE, 

FPm SANOFI-SYNTHELABO, WOODMEAD, RSA 

Shelf-life: I 24 months 

Date of registration: 3 APRIL 2006 

http://AMISULPR.DE
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MRF 15 (MBR 15) 

Registration number: 3 8/5,10/0273 

Name of medicine: HEXAL-ONDANSETRON 8 mg INJECTION 

Dosage form: INJECTION I 

Active ingredients: EACH 1,O ml SOLUTION CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 
TO ONDANSETRON 2 8  mg 

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

Applicant: H E W  PKARMA (SA) (PTY) LTD 

Manufacturer: SOLUPHARM, MELSUNGEN, GERMANY 

Packer : SOLUPHARM, MELSUNGEN, GERMANY 
DIVPHARM W A C T U R I N G  & PACKAGING, 
LONGDALE, RSA 

FPRR: 

Laboratory :FPRC: SOLUPHARM, MELSUNGEN, GERMANY 
SALUTAS PHARMA, BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABS, STAR STREET, 
BOKSBURG, RSA 
ANALYTICON, ERENURE, KEMPTON PARK, RSA 
HEXALPHARMA,WSTMEAD,RsA 

S helf-life: 24 months 

Date of registration: 7 APRIL 2006 

I G06-050915-D 
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MRF 15 (IKEIR 15) 

Registration number: A38/7.5/0371 

Name of medicine: CEPLA-SIMVASTATIN 80 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
SIMVASTATIN 80,O mg 

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

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, UAHARASHTRA, INDLA 

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Laboratory :FPRC: CIPLA LTD, KURKUIvBH, MAHARASHTRA, INDIA 
FPRR: CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 

, 
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MRF 15 (MBR 15) 

Registration number: A38/7.5/0373 

Name of medicine: SMCARD 80 

TABLET 
I ,  

Dosage form: 

Active ingredients: EACH TABLET CONTAINS: 
SIMVASTATIN 80,O mg 

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

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: 

Packer: 

Laboratory :FPRC: 

CIPLA LTD, KURKUMBH, MAHARASHTR4, INDIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 
FPRR. CIPLA-MEDPRO, ROSEWARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

lhsage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Shelf-Me: 

Date of registration: 

A38/5.7.l/04 14 

FEXO 120 

TABLET 

EACH TABLET CONTAINS: 
FEXOFENADINE HYDROCHLORIDE €20,0 mg 

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

CIPLA MEDPRO LTD 

CIPLA LTR, PATALGANGA, MAHARASHTFU, 
INDIA 
CIPLA LTD, PATALGANGA, MAHARASHTRA, 
mIA 

CIPLA LTD, PATALGANGA, hUHARASHTRA, 
m u  
CIF’LA MEDPRO, ROSENPARK, BEUVILLE, RSA 

24 months 

7 APIUL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 
l l  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory :FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A3 815.7.1 I04 1 5 

FEXO 180 

TABLET 

EACH TABLET CONTAINS: 
FEXOFENADINE HYDROCHLORIDE 180,O mg 

CIPLA MEDPRO (PTY) LTD 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 
INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 
INljLQ 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 
INDIA 
CIPLA MEDPRO, ROSENPARK, BEUVIUE, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: A38/5.7.1/0423 

Name of medicine: CIPLA-FEXOFENADINE HI'DROCHLORlDE 120 

Dosage form: TABLET 

Active inwents: EACH TABLET CONTATNS: 
F'EX0FENADIN.E HYDROCHLORIDE 120,O mg 

Co~ditiom of registration: 1,2,3,4,S, 6,7 

AppIicant: CIPLA LIFE SCIENCES (PTY) LTD 

Mandacturer : CPLA LTD, PATALGANGA, MAHARASHTRA, 
, INDIA 

Packer: CIPLA LTD, PATALGANGA, UQHARASHTRA, 
mLA 

Laboratory:FPRC: CIFLA LTIT, PATALGANGA, MAHARASHTRA, 
INDIA 

BELLVILLE, RSA 
FPm WLA LIFE SCIENCES, ROSWARK, 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 



STAATSKOERANT, 26 ME1 2006 No.28855 55 

MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 
I 1  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A3 8/5.7.1/0424 

CIPLA-FEXOFENADINE HYDROCHLORIDE 180 

TABLET 

EACH TABLET CONTAINS: 
FEXOFENADINE HYDROCHLORIDE 180,O mg 

3,4,5,6Y 7 

CIPLA LIFE SCIENCES (PTY) LTD 

CIPLA L"D, PATALGANGA, MAHARASHTRA, 
INDIA 

CIPLA LTD, PATALGANGA, MAHARASHTRA, 
INDIA 

CPLA LTD, PATALGANGA, MAHARASHTRA, 
INDIA 
CIPLA LIFE SCIENCES, ROSEWARK, 
BELLVILLE, RSA 

24 months 

7 APRIL 2006 
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MR.F 15 
- 

Registration number: A38/20.1.1/0608 

Name of medicine: CEFTRIAXONE-COMBINOPHARM 1,O g 

Dosage form: POWDER FOR INJECTION 

Active ingredients: EACH VIAL, ( X " S :  
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRLAXONE 1,o g 

C Q I I ~ ~ ~ ~ O I U  Qf registration: I, 2,3,4,5,6,  7 

Applicant: PHARMAPLAN (PTI) LTD 

Manufacturer: REIG JOFRE, S.A., SANT ADRIA DELS BESOS, 
SPAIN 

Packer: REIG JOFRE, S.A., S A N T  ADIUA DELS BESOS, 
SPAIN 

Laboratmy:FPRC: REIG JOFRE, S.A., SANT A D U  DELS BESOS, 
SPAIN 
COMBINO PHARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR S'IXEET, BOKSBURG 

FPRR: PHARMAPLAN, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 7 A W L  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: 

She1 f-life: 

Date of registration: 

A38/20.1.1/0609 
I 

CEFTRIAXONE-COMBINOPHARM 2,O 8 

POWDER FOR INJECTION I 

EACH VIAL CONTAZNS: 
CEFTRLAXONE SODIUM EQUrVALENT To 

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

CEFTRIAXONE 290 g 

PHARMAPLAN 0 LTD 

REIG JOFRE, S.A., SANT A D U  DELS BESOS, 
SPAM 

REIG JOFRE, S.A., SAPIT ADRIA DELS BESOS, 
SPAIN 

WIG JOFRE, S.A., S A N T  ADRIA DELS BESOS, 
SPAIN 
COMBINO PHARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG 
PHARMAPLAN, MIDRAND, RSA 

24 months 

7 APRIL 2006 



58 No.28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MlW 15 
~~ 

Registration number: A38/20.1.1/062 0 

Name of medicine: CEFTRfAXONE-COMBINOPHARM 250 mg 

Dosage form: POWDER FOR INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
CEFTRIAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 250,O mg 

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

Applicant: PHARMAPLAN (PTY) LTD 

Manufacturer: e REIG JOFRE, S.A., SANT ADRIA DELS BESOS, 
SPAIN 

Packer: REIG JOFRE, S.A., SANT ADlUA DELS BESOS, 
SPAIN 

Laborat0ly:FpRC: REIG JOFRE, S.A., SANT ADRIA DELS BESOS, 
SPAIN 
COMBINO PHARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG 

FPm PHARMAPLAN, MIDRAND, RSA 

Shelf-life: 24 months , I  

Date of registration: 7 APRIL, 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conhitions of registration: 

Applicant 

Manu facturec 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A38/20.1.1/0611 

CEFTRIAXONE-COMBINOPHARM 500 mg 

POWDER FOR INJECTION + 

EACH VIAL CONTAINS: 
CEFTIUAXONE SODIUM EQUIVALENT TO 
CEFTRIAXONE 500,O mg 

PHARh4APLAN LTD 

REIG JOFRE, S.A., SANT ADRIA DELS BESOS, 
SPAIN 

REIG JOFRE, S.A., SANT A D U  DELS BESOS, 
SPAIN 

I 

REIG JOFRE, S.A., SANT ADRIA DELS BESOS, 
SPArN 
COMBIN0 PKARM S.L., BARCELONA, SPAIN 
CONSIJLTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG 
PHARMAPLN, MIDRAND, RSA 

24 months 

7 APlUL 2006 



60 No.28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MRF 15 

Registration number: A3 8/7.5/0707 

Name of medicine: ARROW SIMVASTATIN 10 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
SIMVASTATIN 10,o rng 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

Shelf-life: 

Date of registration: 

ARROW PHARMA SOUTH AFRICA CpTY) LTD 

RX MANUFACTURING INC, ONTARIO, CANADA 

RXMAMTFAC'I"G INC, ONTARIO, CANADA 
CONTRACT PHARMACEUTICALS, ONTARIO, 
CANADA 
QUALITY LIMITED, BRIERCLIFFE, BUR,NLEY,UK 

RX MANUFACTURING INC, ONTARIO, CANADA 
QUALITY LIMITED, BRIERCLIFFE, BURNLEY,UK 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNLVERSITY, POTCHEFSTROOM 
SEDEK AGRDKEM, KAMEELDRIFT 
ARROW PHGRMA, WOODMEAD, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: A3 8/7.5/0708 ' 

Name of medicine: ARROW SWASTATIN 20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS 
SIMVASTATIN 20,O mg 

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

Applicant: ARROW PHARMA SOUTH AFRICA LTD 

Manufacturer: RX MANUFACTURING INC, ONTARIO, CANADA 

Packer: RX .MANUFACTURING INC, ONTARIO, CANADA 
CONTRACT PHARMACEUTICALS, ONTARIO, 
CANADA 
QUALITY LIMITED, BRIERCLIFFE, BURNLEY,UK 

Laboratory:FPRC: RX MANUFACTURING INC, ONTARIO, CANADA 
QUALITY LJMITED, BRIERCLIFFE, BURNLEY,UK 
RESEARCH INSTITUTE FOR INDUSTRIAL 

SEREK AGRIKEM, KAMEELDRIFT 
. PHARMACY, UNLVERSITY, POTCHEFSTROOM 

FPRR: ARROW PHARMA, WOODMEAD, M A  

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name ofmedicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant 

Manufacturer: 

Packer: 

Laboratory :FPRC: 

FPRR: 

Shelf-life: 

I 

Date of registration: 

A3 8/7.5/0709 

ARROW SIMVASTAm 40 

TABLET 

EACH TABLET C 0 N " S :  3 

SWASTATIN 40,O mg 

ARROW PHARMA SOUTH AFRICA LTD 

RX MANUFAC'T"G INC, ONTARIO, CANADA 

RX m A C T U 1 I T N G  INC, ONTARIO, CANADA 
CONTRACT PHARMACEUTICALS, ONTARIO, 
CANADA 
QUALITY LIMITED, BRERCLIFFE, BURNLEYJJK 

RX MANUFACTURING INC, ONTARIO, CANADA 
QUALITY LIMITED, BRIERCLIFFE, BUR.NLEY,UK 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACI, UNIVERSITY, POTCHEFSTROOM ' 

SEDEK AGRIKEM, KAMEELDRIFT 
ARROW PHARMA, WOODMEAD, RSA 

24 months 

7 APRDL 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: 

She1 f-life: 

Date of registration: 

A39/3.1/0008 
I 

FENISTIL EMULGEL 

GEL 

EACH 100,O g GEL C 0 N " S :  
DICLOFENAC SODIUM 1,0 g 

NOVARTIS SOUTH AFNCA (PTY) LTD 

NOVARTIS CONSUMER 'HEALTH, "YON, 
SWITZERL,AND 

NOVARTIS CONSUMER HEALTH, NYON, 
SWITZERLAND 

NOVARTIS CONSUMER HEALTH, NYON, 
SWITZERLAND 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 

Name ofmedicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Man&-: 

Packer: 

FPm: 

Shelf-life: 

Date of registration: 

A39/20.2.8/0227 

VARI-INDINAVIR 400 mg 

CAPSULE 

EACH CAPSULE CONTAINS: 
INDINAVIR 400,O rng 

LEBASI PHARMACEUTICALS CC 

YARICHEM PHARMACEUTICALS (PVT) LTD, 
HAIyRE,zIMBABwE 

VARICHEM PHARMACEUTICALS (PVT) LTD, 
HARARE,ZIMBABurE 

VARTCHEM PHARMACEUTICALS (PVT) LTD, 
HARARE,zIMBABwE 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
INSTITUTE FOR PHARMACEUTICAL 
SERVICES, SILVERTONDALE, RSA 
CONSULTING CHEMICAL LABORATORIES, 

LEBASI PHARMACEUTICALS, 
POTCHEFSTROOM, RSA 

STAR STREET, BOKSBURG, RSA 1 
I 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

, I  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRR. 

Shelf-life: 

Date of registration: 

A3911 1.4.310251 

RAN-LANSOPWOLE 15 

CAPSULE 

EACH CAPSULE CONTAINS: 
LANSOPRAZOLE 150 mg 

RANBAXY (S.A.) 0 LTD 

RANBAXY LABORATQRIES LTD, DEWAS, INDIA 

RANBAXYLABORATORLES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 
K€IULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QAULITY ASSURANCE OF 
MEDICDIES, UNIVERSITY, POTCHEFSTROOM 
W A X Y  (S.A.), CENTURION, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form 

Active ingredients: 

coslditians of registration: 

Applicant: 

Wufacturer : 

A39/11.4.3/0252 

RAN-LANSOPRAZOLE 30 

CAPSULE 

EACH CAPSULE CONTAINS: 
LANSOPRAZOLE 30,O mg 

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

RANBAXY (S.A.) 0 LTD 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Packer: W A X Y  LABORATORIES LTD, DEWAS, INDIA 

Laboratory.:FPRC: -RANBAXY LABORATORIES LTD, DEWAS, INDIA 
KHULWKANI LABORATORY SERVICES, 
h4IDRAND, RSA 
CEN?RE FOR QAULITY ASSURANCE OF 
MEDICINES, UNNERSITY, POTCHEFSTROOM 

Ffm RANBAXY (S.A.), CENTURION, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 I ,  
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MRF 15 

Registration number; 

Name of medicine: 

Dosage fozm: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufactuer: 

Paeker: 

Laboratory:FPRC: 

FPm 

Shelf-life: 

Date of registration: 

A3911 1.4.3/0253 
I 

W A Z O L E  15 

C U S U L E .  I 

EACH CAPSULE CONTAINS: 
LANSOPRAZOLE 15,O mg 

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

RANBAXY (S.A.) LTD 

RANBAXY LABORATORIES LTD, DEWAS, 3[NDzA 

W A X Y  LABORATORES LTD, DEWAS, INDIA 

RANBAXY LABOR4TORIES LTD, DEWAS, INDIA 
KHULULEM LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QAULITY ASSURANCE OF 
MEDICINES, UNIWRSM'Y, POTCHEFSTROOM 
RANBAXY (S.A.), CENTURION, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Regbation number: 

' Nameofmedicine: . 

msav form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

FPRR: 

Shelf-1Xe: 

Date Of registration: 
. .  

A39/11.4.3/0254 

LANAZOLE 30 

CAPSULE 

EACH CAPSULE CONTAINS: 
LANSOPRAZOLE 30,O mg 

RANBAXY (S.A.) LTD 

IUWBAXY LABORATORIES LTD, DEWAS, MDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 
K€€ULULEKAM MORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QAULI" ASSURANCE OF 
MEDICINES, UNNERSITY, POTCHEFSTROOM 
RANBAXY (S.A.), CENTURION, RSA 

24 months 

4 ,  
7 APRIL 2006 
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4 

MRF 15 
___ ~ ~ _ _ _ _  - ~~ ~ 

Registration number: A39f 1.2/0286 

Name of medicine: AUSTEU - SERTRALINE 50 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
SERTR4LlNE HYDROCHLORIDE EQUIVALENT 
TO SERTRALINE 5 w  mg 

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

Applicant: AUSTELL LABORATORIES LTD 

Manufacturer: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAhLI,INDIA 

Packer: IPCA LABORATORIES LTD, DADRA & NAGAR 
HArnLI, INMA 

Laborat0ry:FPRC: IPCA LABORATORIES LTD, DAI3R.A & NAGAR 
HAVELI, €NDM 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
SOUTH AFlUCANBUREAU OF STANDARDS, 
GRUENKLOOF, PRETORIA 
INSTITWIE FOR P€€ARMACEUTICAL SERVICES, 
SILVERTONRALE, RSA 

FPRR: AUSTELL LABORATORIES, ROSEBANK, RSA 

Shelf-Me: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15. 

Registration number: A39/1.2/0287 

Name of medicine: AUSTELL - SERTRALINE 100 mg 

Dosage form: TABLET 

Active ingredients: EACHTABLET CONTAINS: 
SERTRALINE HYDROCHLORIDE EQUIVALENT 
TO SERTRALINE 100,O mg 

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

Applicant: AUSTELL LABORATORIES (PTY) LTD 

. 
Manufacturer: IPCA LABORATORIES LTD, DADRA & NAGAR 

HAVELI, INDIA 

Pakker: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 

Lab0ratory:FTRC: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 
INSPECTORATE M&L, ORMONDE, 
JOHA-NNESBURG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

' FFRR: AUSTELL LABORATORIES, ROSEBANK, RSA 

Shelf-life: 24 months 
I 

Date of registration: 7 APRIL 2006 



STAATSKOERANT, 26 ME1 2006 , No. 28855 71 

' MRF 15 

b 

Registration number: 

Name of medicine: 

Dosage form: 
, I  

Active ingredknts: 

Conditions of registration: 

Appficant 

Manufacturer: 

Packer:. 

Laborat0ry:lWRC: 

FPRC/ FPRR: 

Shelf-life: 

Date of registration: 

A39/7.5/0300 

S A I W O Z  PRAVASTATIN 10 

TABLET 

EACH TABLET CONTAINS: 
PRAVASTATIN S Q D W  10,O mg 

S A N D O Z O L T D  

LEK PHARMACBUTICALS DD, LJUBIJAN& 
SLOVENIA 

LEKPHARMACEUTICALS R.D, UUBUAN& 
SLOVENLA 
NOVARTIS S.A., SPARTAN, KBMFTO N PARK 

LEK PHARMACEUTICALS D.D, LJUBLJANA, 
SLOVEMA 
ANALYTICON, TERENURE, KEMPTON PARK 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

24 months 

7 APRTL 2006 
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MRF 15 

Registration number: A3917.510301 

Name of medicine: SAND02 PRAVASTATIN 20 

Dosage form: TABLET 

Active ingredients: EACH TAE3LET CONTAINS: 
PRGVASTATIN SODIUM 20,O mg 

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

Applicant SAND02 (PTY) LTD 

Manufacturer: LEK PHARMACEUTICALS D.D, LJUBLJANA, 
SLOVENIA 

Packer: LEK PHARMACEUTICALS D.D, LJUBLJANA, 

NOVARTIS S.A., SPARTAN, KEMPTON PARK 
SLOVENIA 

Lab0ratory:FPRC: LEK PHARMACEUTICALS D.D, LJUBLJANA, 
SLOVENIA 
ANALYTICON, TERENURE, KEMPTON PARK 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
NOVARTIS S.A., SPARTAN, KEMPTON PARK FPRU FPRR: 

Shelf-life: 24 months 

Rate of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A39i7.510302 

Name of medicine: SANDOZ PRAVASTATIN 40 

Dosage form: TABLET 

Active ingredients: EACH TABLET CON"% 
PRAVASTATIN SODIUM 4090 mg 

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

Applicant: SANDoZ(PTY)LTD 

Manufhcturer : LEK PHARMACEUTICALS D.D, LJUBLJANA, 
SLOVENLA 

Packer: LEK PHARMACEUTICALS D.D, WUBLJANA, 
SLOVENIA 
NOVARTIS SA., SPARTAN, KEMPTON PARK 

Lab0ratoxy:FPRC: LEK PHARMACEUTICALS D.D, wuBLJAN& 
SLOVENIA 
ANALYTICON, TERENURE, KEMPTON PARK 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, M A  
NOVARTIS S.A., SPARTAN, KEMPTON PARK FPRCI FPRR 

Shelf-liie: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A39126103 14 

Name of medicine: AVASTIN 100 

Dosage form: INRJSION 

Active ingredients: EACH 4,O rnl VIAL CONTAINS: 
BEVACIZUMAB 100,O mg 

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

Applicant: ROCHE PRODUCTS (PTY) LTD 

Manufacturer: GENENTECH INC, SOUTH FRANCISCO, CA, USA 
GE"TECH INC, VACAVDLLE, CA, USA 

GE"I'ECH INC, SOUTH FRANCISCO, CA, USA 
F. kOFFMANN-LA ROCHE LTD, KAISERAUGST, 
SWITZERLAND 
ROCHE PRODUCTS, ISANDO, M A  

, 

Packer: 

hbora tory: FPRC : HQFTMANN-LA ROCHE AG, 
GMNZACH-WYHLEN, GERMANY 

FPRCYFPRR: ROCHE PRODUCTS, ISANDO, RSA 

Shelf-life: 24 months 

I ,  
Date of registration: 7 APFUL 2006 

, 
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MRF 15 

Registration number: A39/26/03 15 I 

Name ofmedicine: AVAST" 400 

I 

Dosage form: INFUSION 

Active ingredients: EACH 16,O ml VWL CONTAINS: 
BEVACIZUUAB 40,O mg 

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

Applicant: ROCHE PRODUCTS (PTY) LTI> 

Manufacturer: GENENTECH INC, SOUTH FRANCISCO, C& USA 
GE"TECH INC, VACAWLLE, CA, USA 

Packer: H INC, SOUTH FRANCISCO, CA, USA G- 
F. HOFTMANN-LA ROCHE LTD, KAISERAUGST, 
SWITZERLAND I 

ROCHE PRODUCTS, IS-$ RSA 

Lnboratory:FPRC: HOFFNANN-LA ROCHE AG, 
GRENzAeH-WYHLEN, GERMANY 

F'PRCBPRR: ROCHE PRODUCTS, ISANDO, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRlL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

A3916.2fO3 19 

SABAX AMIODARONE 150 mg/3 ml 

INJECTION 

EACH 3,O ml SOLUTION CONTAINS: 
AMIODARONE HYDROCHLORIDE 150,O mg 

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

ADCOCK INGRAM CRITICAL, CARE 0 LTD 

HAUPT PHARMA LIVRON, LIVRON, FRANCE 

HAWT PHARMA LIVRON, LIVRON, FRANCE 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 
ADCOCK INGRAM J!EAL,lTICARE, CLAYVILLE, 
OLIFANTSFONTEIN, RSA 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

PHprRMA-Q, INDUSTRIA, JOHANNESBURG 

Laborat0ry:FPRC: HAUPT PHARMA LIVRON, LIVRON, FRANCE 
CEBIPHAR, FONDETTES, FRANCE 

ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 
ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 
OLIFANTSFONTEIN, RSA 

JOHANNESBURG, RSA 

F'PRC/FPRR: PHARMA-Q, INDUSTRIA, JOHANNESBURG 

ADCOCK INGRAM CRITICAL c&, ~EROTON, 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 
m 

Registration number: 

Name of medicine: 

1 ,  

Dosage form: 

Active ingredients: 

Conditions of mgistmtian: 

Applicant 

Manu facium : 

Packer: 

Laborat0ry:FPRC: 

F'PRC/FPRR: 

Shelf-life: 

Date of registratim: 

ADCORONE 

INJECTION 

EACH 3,O ml SOLUTION CONTAINS: 
AMIODARONE HYDROCHLORIDE 150,O mg 

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

ADCOCK INGMM LIMl'TER 

€€AWT PHARMA LIVRON, LlVRQN, FRANCE 
PJ%$RMA-Q, INDUSTRJA, JOHANNESBURG 
ADCOCK INGRAM HEALTHcARB, WADEVLUJ3* 
GERMISTON, RSA 
ADCOCK INGRAM I3EALTHCARJ3, wWlI.J.B,. 
OLIFANTSFONTEIN, RSA 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOI-MWFSBmG, RSA 

" -  

HAWT PHARMA LIVRON, W O N ,  FRANCE 
CEBIPHAR, FONDETTES, FRANCE 
PHARMA-Q, INDUSTRIA,JOHANNEsBuRG 
ADCOCK INGRAM HEAL,THCARE, WAJX- 
GEItMISTQN, RSA 
ADCOCKINGRAM €€EfiTHCAR€?, CLAYWLLE, 
O W A N T S F O ~ ~ ,  RSA 
ADCOCK INGRAM CRITICAL CARE, AEROTQ" 
JOHANNESBURG, RSA 

24 months 

7 APRIL 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registratiox 

Applicant: 

Manufacturer: 

Packer: 

Lrtborat0ry:FTRC: 

Fpm 

Shelf-life : 

Date of registration: 

A39/20.2.3/0324 

RIFAMP-4 

TABLETS 

EACH TABLET CONTAINS: 
RIFAMPICIN 150,O mg 
PYRkZMAMIDE 400,O mg 
ETHAMBUTOL HYDROCHLORIDE 275,O mg 
ISON-IAZID 75,O mg 

MEDICINE DEVELOPERS INTERNATIONAL cc 

RUSAN PHARMA LTD, GANDHMAM-KUTCH, 
mI.4 

RUSAN PHARMA LTD, GANDHIHAM-KUTCH, 
IN’DIA 

RUSAN PHARMA LTD, GANDHLHAM-KUTCH, 
INDIA 
CONSULTING CHEMICAL LABORATOFUES, 
STAR STREET, BOKSBURG, RSA 
MDI, MENLOPARJS, PRETORIA, RSA 

, I  

24 Months 

7 APRIL 2006 



STAATSKOERANT, 26 ME1 2006 No.28855 79 

MRF 15 

Registration number 

Name of medicine: 

I ,  
Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Lab0ratory:FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A3915.4mw 

VESICARE 5 mg 

TABIXT 

EACH TABLET C0N"S:  
SOLIFENACIN SUCCINATE 5*OW ' 

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

YAMANOUCHI PHARMA 0 LTD 

YAMANQUCHI EUROFE B.V., JG MEPPEL, 
THEN.EwRLANDs 

YAMANOUCH EUROFE B.v., m MEPPEL, 
T H E N E T H E m  
DWHARM MA"FACTURTN0 & PACKAGING, 
LONGPALE, JOHANNESBURG 

YAMANOUCHI EUROPE B.V., JG MEFPEL, 
'I1HENETHERLANDs 
CONSULTING CEMCAL LABORATOFUES, 
STAR STREET, BOKSBURG9 M A  
YAMANOUCHI PHARMA, 3EDFORDVIEW, RSA 

24 months 

7 APRIL 2006 
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MRF 15 

Registration number: A3915.410491 

Name of medicine: VESICARE 10 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
SOLIFENACIN SUCCINATE 10,O mg 

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

3 Applicant: YAMANOUCH PHARMA (PTY) LTD 

' h+nufacturer: YAMANOUCH EUROPE B.V., JG MEPPEL, 
THE NETHERLANDS 

Packer: 

Laborat0ry:FPRC: 

FPm 

Shelf-life : 
* 

YAMANOUCHI EUROPE B.V., JG MEPPEL, 
THENETHERLANDS 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, JOHANNESBURG 

YAMANOUCH EUROPE B.V., JG MEPPEL, 
THE NETHERLANDS 
CONSULTING CHEMICAL LABORATOFUES, 
STAR STREET, BOKSBURG, RSA 
YAMANOUCH PHARMA, BEDFORDVIEW, RSA 

24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number A39/5.10/0511 I 

Name of medicine: MERGENSIC 4 mgl2 ml 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml AMPOULE CONTAINS 
ONDANSETRQN HYDROCHLORIDE DIHYDRATE 
EQUIVALENT TO ONDANSETRQN 490 mg 

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

Applicant: MERCK GENElUCS RSA (PTY) LTD 

Manufacturer: PHARMATHEN PHARMAcEzmCAL INDUSTRY, 
ATHENS, GREECE 

Packer: PHARMATHEN PHARMACEUTICAJL INDUSTRY, 
ATHENS, GREECE 
MERCK PHARMACELJTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GERARD LABORATORIES, DUBLIN, IRELANa 
GENERlCS UK LTD, STATION CLOSE, 
HERTFORDSHIRE, U.K. 

Laborat0ry:FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GERARD LABORATORIES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AF'RICAN B W A U  OF STANDARDS, 
GROENKLOOF, PRETORIA 
GENERICS UK LID, STATION CLOSE, 
HERTFORDSHIRE, U.K, 
MERCK GENERICS RSA, MODDEWON", RSA FPm 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

hd i t i ons  of registration: 

Applicant: 

Manufacturer: 

Packer: 

Lab0ratory:FPRC: 

FPRR: 

Shelf-li fe : 

Date of registration: 

A39/5.10/0512 

MERGENSIC 8 mg/4 ml 

INJECTION 

EACH 4,O ml AMPOULE CONTAINS: 
ONDANSETRON HYDROCHLOFUDE DIHYDRATE 
EQUIVALENT TO ONDANSETRON 8,O mg 

MERCK GENERICS RSA (PTY) LTD 

PWARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 

PI-MRMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD, STATION CLOSE, 
HERTFORDSHLRE, U.K. 

PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GERARD LABORATORIES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRJAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETOkLA 
GENERICS UK LTD, STATION CLOSE, 
HERTFORDSHIRE, U.K. 
MERCK GENERICS RSA, MODDERFONTEIN, RSA 

24 months 

?APRIL2006 ' 
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MRF 15 

Registration n u m k  A3Y5.1 Of0573 
t 

Name of medicine: O " T O R 4  mg/2 ml 

Dosage form: I"ECTI0N I 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
ONDANSETRON HYDROCHLORIDE DIHYDRATE 
EQUIVALF" TO ONDANSETRON 4Y0 mg 

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

Applicant: SANDOZ LTD 

MlUlUfilCtUrer: . PHARMATHEN S.A., ATTIKIS, GR,EECE 

Packer: PHARMATHEN S.A., ATTIKTS, GREECE 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory :FPRC: PHARMAT" S.A., ATTIKIS, GREECE 
SOUTH AFRICAN BUREAU OF STANDARD& 
GROENIUOOF, PRETORIA 
ANALYTICON, TERENURE, T(EMPT0N PARK 
NOVARTIS SA., SPARTAN, KEMPTON PARK 

mRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-iife: 24 months 

Date of registration: 7 APRIL 2006. 
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MRF 1s 

Registration number: 

Name of medicine: 

Dosage €om: 

Active ingredients: 

Conditions of registration: 

App€icant: 

Manufacttlrer: 

Packer: 

Lab0ratory:FPRC; 

WRR: 

$helf-life: 

Date of registration: 

A39/5.10/0574 

ONDANTOR 8 mg/4 ml 

INJECTION 

EACH 4,O ml SOLUTION CONTAINS: 
ONDANSETRON HYDRQCHLORIDE DMYDRATE 
EQUIVALENT TO ONnANSETRON 890 mg 

S A N D 0 Z ~ Y ) L T D  

P-THEN S.A., ATTIKIS, GREECE 

PHARMATHEN S.A., AT'TIKIS, GREECE 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

PI€4RMATHEN S.A., ATTIKIS, GREECE 
SO'UTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, TERENURE, KEMPTON PARK 
NOVARTIS SA., SPARTAN, KEMPTON PARK 
SANDOZ, SPARTAN, KEMPTON PARK 

24 months $ 1  

7 APRIL 2006 
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Registration number: A39/3.2/0598 ' 

Name of medicine: MERCK-ALENDRONATE 70 mg 

Dosage form: TABLET 
1 ,  

Active ingredients: EACH TABLET CONTAINS: 
ALENDRONATE SODRJM EQUIVALENT TO 
ALENDROMC 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 MA"ACTURING, 
WADEVILLE, GERMISTON 

Packer: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UX 

Laborat0ry:FPRC: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACT"G, 
WADEVILLE, GERMISTON 
GENERICS UK LTD, P0"ERS BAR, 
HERTFORDSHIRE, UIG 
RESEARCH INSTITUTE FOR INDUSTRL4L 
PHARMACY, UMVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
MERCK GENERICS RSA, MODDERFONTEIN, RSA FPRR: 

S he1 f-li fe: 24 months 

Date of registration: 7 APRIL 2006 
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Registration number: A39/7.1.3/0600 

Name of medicine: PIRAMIL 1,25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RAMIPRIL 1,25 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS BANGLADESH LTD, GAZIPUR, . BANGLADESH 

Packer: NOVARTIS BANGLADESH LTD, GAZIPUR, 
. BANGLADESH 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Lab~ratory:FPRC: NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, TERENURE, KEMPTON PARK 
NOVARTIS S.A., SPARTAN, KEMPTON PARK FPRC/l?Prn 

Shelf-lie: 
I 

36 months 

Date of registration; 7 APRIL 2006 
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MRF 15 

Registration number 

Name of medicine 

Dosage fom: 
I ,  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

P a c k  

Laborat0ry:FPRC: 

A39/7.1.3/0601 

. . . .  . .  
SAND02 RAMIPRIL 23 

TABLET . 

EACH TABLET CONTAINS: 
RAMIpRla 2Y5 mg 

SAND02 (PTY) LTD 

NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 

NOV&TIS BANGLADESH LTQ, GAZPUR, 
BANGLADESH 
NOVARTIS S.A., SPARTAN, KEh4PTON PARK 

NOVARTIS BANGLADESH LTD, GAZTPW 
BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, ?'ERENURE, KEMPTON PARK 
NOVARTIS S.A., SPARTAN, KEMpTON PARK FPRCFPm 

Sbelf;life: 36 months 

Rate of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A39/7.1.3/0602 

Name of medicine: PIRAMIL 2,s 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RAMIpRlL 2,s mg 

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

Applicant s m o z  (Ply) LTD 

Manufacturer: NOVARTIS BANGLADESH LTD, GAZLPUR, 
I BANGLADESH 

Packer: NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 
NOVARTIS SA., SPARTAN, KEMF'TON PARK 

Laboratory:FpRC: NOVARTIS BANGLADESH LTD, GAWPUR, 
BANGLADESH 
SOUTH AFRICAN BUREAU OF STAJSJDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, TERENURE, KEMPTON PARK 
NOVARTIS S.A., SPARTAN, KEMPTON PARK FPRCh?PRR: 

Shelf-life: 
, 36 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number. A39/7.1.3/0603 , 

Name of medicine: PIRAMIL5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RAMIPRIL 5,o mg 

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

Applicant: SAND02 (PTY) LTD 

Manufacturer: NOVARTIS BANGLADESH LTD, GAzIpuR 
BANGLADESH 

Packer: NOVARTIS BANGLADESH LTD, GAZPUR, 
BANGLADESH 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory :FPRC : NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANALYTICON, THG"3, KEMPTONPARK 
NOVARTIS S.A., SPARTAN, KEMPTQN PARK FPRCLFPRR: 

Shelf-life: 36 months 

Date of registration: 7 APlUL 2006 



. .  
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MRF 15 

Registration number: A39/7.1.3/0604 

Name of medicine: SAND02 RAh4IPRIL 5 

Dosage fbm: TABLET 

Active ingredients: EACH TGBLET CONTAINS: 
RAMIPRIL 530 mg 

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

Applicant: SAND02 (pTy)LTD 

Manufacturer: NOVARTIS BANGLADESH LTD, GAZPUR, 
BANGLADESH 

Packer: NOVARTIS BANGLADESH LTD, GAZIPrn, 
BANGLADESH 
NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Laboratory: FPRC: NOVARTIS BANGLADESH LTD, G D W  
BANGLADESH ' 

SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
ANGLYTICON, TERENURE, KEMPTON PARK 
NOVARTIS S.A., SPARTAN, KEMPTON PARK FpRC/FPRR: 

Shelf-life: 
I t  

36 months 

Dak of registration: 7 APRIL 2006 

, 
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MRF 15 

Registration number: A39/6.1/0609 
* 

Name of medicine: CARDLTECT 250 

+ 
Dosage form: DUECTION 

Active ingredients: EACH VIAL'CONTAINS: 
DOBUTAMINE HYDROCHLORIDE EQUIVALENT TO 
DOBUTAMINE 250,O mg 

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

Applicant: PHARMAPLAN(pTY)LTD 

Manufacturer: MJ PHARMACEUTICALS LTD, PAkJCHMAHA.L# 
GUJARAT, INDIA 

I 

Packer: MJ PHARMACEUTJCALS LTD, PANC-, 
GUJARAT, INDIA 

Laborat0ry:FPRC: MJ PHARMACEUTICALS LTD, PANCHM.AW& 
GUJARAT, INDIA 
CONSULTING CHEMCAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

FPRR: PHARMAPLAN, MIDTAND, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A39/7.1.3/0612 

Name of medicine: SANDOZ RAMIPRIL 1,25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RAMIPRU. 1 3  mg 

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

AppIicant: SAND02 (PTy) LTD 

Manufacturer: , NOVARTIS BANGLADESH LTD, GAZIPW 
BANGLADESH 

Packer: NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 
NOVARTIS S.A., SPARTAN, KEh4PTON PARK 

Laboratory :FPRC: NOVARTIS BANGLADESH LTD, GAZIPUR, 
BANGLADESH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROEJSKLOOF, PRETORIA 
ANALYTICON, TERENURE, KEMPTON PARK 
NOVARTIS S.A., SPARTAN, KEMPTON PARK FPRCLFPRR: 

4 ,  

Shelf-life: 36 months 

Date of registration: 7 APRIL 2006 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

A39/1.2/0640 

TABLET 

EACH TABLET CONTAINS; 
PAROXETINE HYDROCHLORIDE EQUIVALENT 
TO PAR0XE"E 2090 mg 

AUSTELL LABORATORIES (PTY) LTD 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAhLI, INDIA 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELX, INDM 

Laborat0ry:FPRC: IPCA LABQRATORlES LTD, DADRA & NAGAR 
HAVELI, INDIA 
SOUTH AF'RTCAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
INSTITUTE FOF PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

FPRR: AUSTELL LABORATORIES, AMALGAM, 
JOHANNESBURG, RSA 

Shelf-life: 24 months 

Date of registration: 7 APiUL 2006 
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MRF I5 

Registration number: A39/1.2/0641 

Name of medicine: AUSTELL-PAROXETINE 30 mg 

Dosage form: TABLET 

Aetive ingredients: EACH TABLET CONTAINS: 
PAROXETINE HYDROCHLORIDE EQUIVALENT 
TO PAROXETINE 308 w 

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

Applicant: AUSTELL LABORATORIES (PTY) LTD 

. 
' Manufhcturer: IPCA LABORATORLES LTD, DADRA & NAGAR 

HAlTLI, INDIA 

Packer: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 

Woratory:FPRC 

. 

8 

Shelf-life: 

Date of registration: 

P C A  LABORATORIES LTD, DADRA & NAGAR 
U V E L I ,  INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, 
J€"NESBURG, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 
AUSTELL LABORATORIES, AMALGAM, 
JOHANNESBURG, RSA 

24 months 

7 AFWL 2006 

I 
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h4RF 15 

Registration number: 

Name of medicine: 

Dosage form: 
I 1  

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRCEPRR: 

Shelf-life: 

Date of registration: 

~39/3.1/0642 

PREXIGE 100 

TABLET 

EACH TABLET CONTAINS: 
LUMIRACOXIB 100 ,O mg 

1Y2, 3,4,5,6,7 
A PSUR to be submitted at six-monthly intervals 

NOVARTIS SOUTH AFRICA LTD 

NOVARTIS PHARMA STEIN AG, STEZN, 
SWITZERLAND 

NOVARTIS PHARMA STEIN AG, STEXN, 
SWITZEFU,AND 
ALLPACK AG, REINACH, SWITZERLAND 

KONAPHARMA AG, PU"ELNy SWITZERLAND 
NOVARTIS S.A,, SPARTAN, KEMPTON PARK 

IVERS-LEE AG, BURGDORF, SWITZERLAND 

NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
INSPECTORATE M&L, OMONDE, 
JOHANNESBURG, RSA 
NOVARTIS S.A., SPARTAN, KEMEYTON PARK 

36 months 

7 APRIL 2006 



96 No. 28855 GOVERNMENT GAZETTE, 26 MAY 2006 

MRF 15 

Registration number: A39L20.1.110646 

Name of medicine: SABAX CIPROFLOXACIN 2 rng/ml 

Dosage form: INFUSION 

Active ingredients: EACH I,U rnl SOLUTION CONTAINS: 
CIPROFLOXACIN 290 mi3 

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

Applicant ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: ACS DOBFAR €NFO, CAMPASCIO, 
SWITZERLAND 

Packer: Ads DOBFAR INFO, CAMPASCIO, 
SWITZERLAND 

Laborat0ry:FPRC: ACS DOBFAR INFO, CAMPASCIO, 
SWITZERLAND 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

FFRc/FpRR: 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
I 
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MRF 15 

Registration number: A40/2.5/0010 t 

Name of medicine: MERCK-LAMOTRIGINE DISPERSIBLE 2 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 290 mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTR 

Manufacturer: GWHARMPHARMACEUTICALSINC, . 
ETOBICOKE, ONTARIO 

Packer: G E N P M  PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
G W R I C S  LTD, PO'MERS BAR, 
HEiRTFORDSHIRE,UK 
GER4R.D LABORATORIES, DUBLIN, IRE& 
MERCK FARMA QIITIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

Laborat0ry:FPRC: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE,UK 
GERARD LABORATORIES, DUBLIN, lRELAMD 
MERCK FARMA Q W C A ,  BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURINQ 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf4 fe: 24 months 

Date of registration: 7 APm 2006 
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Registration number: A4Q/2.5/00 1 1 

Name of medicine: MERCK-LAMOTRIGINE DISPERSDBLE 5 mg 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 5,o mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: 1 GENPHARM PHAFUMACEUTICALS INC, 
ETOBIC~KE, ONTARTO 

Packer; GENPHARh4 PHARMACEUTKXLS INC, 
ETOBICOKE, ONTARIO 
GENERZCS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUElLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL M A N U F A C m G ,  
WADEVILLE, RSA 

Laboratory :FPRC : G E N P W  PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS B W  ' 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTUlUNG, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, U"EFSITY,  POTCHEFSTROOM 

FPRR: MERCK GENERICS, MODDERFONTEIN, M A  

Shelf-life: 24 months 

Date of registration: I 7 APRIL 2006 
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lMRF 15 

Registration number: A40/2.5/0012 I 

Name of medicine: MERCK-LAMOTRZGINE DISPERSIBLE 25 
I 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 2 5 8  mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS DJC, ETOBICOKE, ONTiWO 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

Shelf-life: 

GENPHARM PHARMACEUTICM,S INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATONES, DUBLIN, RELAND 
MERCK FARMA Q W C A ,  BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

GENPHARM PHARMACEUTICALS IN€!, 
ETOBICOKE, ONTARE0 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHRE, UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PliMRMACY, UNIVERSITY, POTCHEFSTROOM 
MERCK GENERICS, MODDERFON“, RSA 

24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A40/2.5/0O13 

Name of medicine: MERCK-LAMOTRIGINE DISPERSIBLE 50 mg 

bsage  form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LANOTRIGINE 5 w  q 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: I GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 

Packer: G E N P W  PHARMACEUTICALS INC, 
ETQBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
W R C K  FARMA QVUWCA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL M A N U F A C m G ,  
WADEVILLE, RSA 

Lab0ratory:FPRC: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUBLEN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-We: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A40/2.5/0014 

Name of medicine: MERCK-LAMOTRIGINE DISPERSIBLE 100 mg 

Dosageforrn: , , TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGzrJE 100,o mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL M A " A C ' I U W G ,  
WADEVILLE, RSA 

GENPHAFWPHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
GERARD LABORATORIES, DUBLIN, IRELAND. 
MERCK FARMA QUIMEA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTZTRTNG, 
WADEVILLE, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 7APRE2006 
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MRF 15 

Registration number: A40/2.510015 

Name of medicine: MERCK-LAMOTRIGINE DISPERSIBLE 200 mg 

Dosage form: TABLET 

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

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

, AppIicant: MERCK GENERICS RSA (PTY) LTD 

6 hAanufacturr: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 

, Packer: GE3PHAR.M PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
G E W  LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONA, SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

kb0ratory:FPRC: GENPHARM PHARMACEUTICALS INC, 
ETOBICOKE, ONTARIO 
GENERICS LTD, POTTERS BAR, 

GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK FARMA QUIMICA, BARCELONAy SPAIN 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, RSA 

PHARMACY, 'UNIVERSITY, POTCHEFSTROOM 

t HERTFORDSHIRE, UK 

t RESEARCH INSTITUTE FOR INDUSTRIAL 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 I 
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MRF 15 

Name of medicine: ARTHROCOX 7,5 

Dosage form: TABLET 
I ,  

Active ingredients: EACH TABLET CONTAINS: 
MELOXICAM 3,5 mg 

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

Applicant: sANDoz(PTY) LTR 

Manufacturer: NOVARTIS S.A., SPARTAN, KEMPTON PARK 

Packer: NOVARTIS SA., SPARTAN, KEh4PTON PARK 

Laborat0ry:FPRC: NOVARTIS S.A., SPARTAN, KEMPTON PARK 
SOUTH AFRICAN BUREAU OF STANT)ARDS, 
GROENKLOOF, PRETORIA, M A  
ANALYTICON, TERENURE, KEMfTON PARK 

FPRR: SANDOZ, SPARTAN, -TON PARK 

Shelf-life: 24 months 

Dqte of registraticm: 7 APRIL 2006 
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Registration number: A40/1.2/0029 

Name of medicine: CIPLA-VENLAFAXIh'E HYDROCHLORIDE XR 37,5 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
VENLAFAXINE HYDROCHLORIDE EQUIVALENT 
T 0 V E " E  . 37,s mg 

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

Applicant: CIPLA LfFE SCIENCES (PTY) LTD 

Manufacturer: CIPLALTD, KURKUMBH, MAHARASHTRA, 
mIA 

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, 
INDIA 

Laboratory:FPRC: C P U  LTD, KURKUMBH, lvfAHAMsHTRA, 
INDIA 

BELLVILLE, RSA 
FPRR: CIPLA LIFE SCIENCES, ROSENPARK, 

Shelf-life: 24 months 

, Date ofregistration: 7 APRIL 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: 

A40/1.2/0030 $ 

CIPLA-VENLAFAXINE HYDROCHLORIDE XR 75 

4 

CAPSULE 

EACH CAPSULE CONTAINS: 
VENLAFAXINE HYDROCHLORIDE EQUIVALENT 
TO V E " E  75,O mg 

CIPLA LIFE SCIENCES (FTY) LTD 

CIPLA LTD, KURKUMBH, MAHARASHTRA, 
WIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, 
INDIA 
C I P U  LIFE SCIENCES, ROSENPARK, 
BELLVILLE, RSA 

24 months 

7 APRIL 2096 
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MRF 15 

Reghation number: 

blame of medicine: 

Dosage form: 

Active ingredients: 

conditions of registratiox 

Applicant; 

Manufacturer: 

Packex: 

I.,aboratory:FPRC: 

FPm. 

Shelf-fie: 

Date of registration: 

A4011 .ZOO3 1 

CAPSULE 

EACH CAPSLLE CONTAINS: 
\rENLAFAMNE HYDROCHLORIDE EQUEV+4LENT 
r n V E M A x I N E  150,O mg 

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

CIPLA LTD, KURKUMBH, M A H A F L 4 S m  
INDIA ' 

CIPLA LTD, KURKUMBH, MAHARASHTRA, 
INDDIA 

C P M  LTZ), KURKUMBH, M A H A R A s m  
INDIA 
€IPU LIFE SCIENCES, ROSE"A.R.& 
BELLMLLE, RSA 

24 months 

! I  

7 APRIL 2006 
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MRF 15 

Registration number A40/1.2/0032 

Name of medicine: VENLORXR37,5 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
vE"E HYDROCHLORIDE EQUIVALENT 
TO VENLAFAXDJE 3 7 3  mg 

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

Applicant: WLA MEDPRO LTD 

Manufacturer: CIPLA LTD, K U R K W H ,  MAHARASHTRA, 
INDIA 

Packer: CIPLA LTD, KURKUMBH, M A H A R A S m  
mJA 

Laboratory :FPRC: 
J INDIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, 

FPRR: I CIPLA MEDPRO, ROSFBPARK, BEUMLLE, RSA 

Shelf-life: 24 months 

Date of registration: 7 APNL 2006 
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Registration number: 

Name ofmedicine: 

Dosage form: 

Adve ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC : 

l?Pm 

Shelf-life: 

Date of registration: 

A4011 .ZOO33 

-OR XR 75 

CAPSULE 

EACH CAPSULE CONTAINS: 
VENLAFAMNE HYDROCHLOFURE EQUIVALENT 
TOVENLAFAXINE 75,o mg 

CPLA MEDPRO 0 LTD 

CIPLA LTD, KURKUMBH, MAHARASHTRA, 
INDIA 

CIPLA LTD, IRTRKUMBH, MAJ&UUS€€I‘RA, 
INDIA 

CIPLALTD, KURKUMBH, MAHARAs€€I‘RA, 
INDIA 
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

7 APRIL 2006 



STAATSKOERANT, 26 ME1 2006 , No. 28855 109 

MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 
, 

Active ingredients: 

Conditions of registration: 

Applicant 

Manufacturer: 

Packer: 

Laborat0ry:FPRC: 

FPRR: 

She€f-liie: 

Date of mgistmtim: 

A40/1.2/0034 

VENLOR XR 150 

CAPSULE 

EACH CAPSULE C O N T a S :  
VENLAFAXINE HYDROCHL,ORIDE EQUrVALENT 
T 0 V E " E  lS0,O mg 

CIPLA MEDPRO (PTY) LTD 

CIPLA LTD, KURKUMBH, MXHARASHTRA, 
INDIA 

CIPLA LTD, KURKUMBH, m s € € l x , &  
INDIA 
CPLA MEDPRO, ROSENPARK, BEUVILLE, RSA 

24 months 

7 APRIL 2006 
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MRJ? 15 

Registration number: A4Ql2.5IOQ3 6 

Name of medicine: RAN-LAMOTIUGINE 25 

Dosage form: TABLET 

Active ingredients: EACH TABLETCONTAINS: 
LAMOTFUGINE 25,Q mg 

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

Applicant RANI3AXY (S.A.) (PTY) LTD 

Manufacturer: W A X Y  WORATORfES LTD, DEWAS, INDIA 
, 

Paulcer: RGNBAXY LABORATORIES LTD, DEWAS, INDIA 

’ hb0ratory::FPRC: RA”BAXY LABORATORJES LTD, DEWAS, INDIA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, UNIVERSITY, POTCHEFSTROOM 

mm. RANBAXY (S.A.), CENTURION, RSA 

She1 f-life: 24 months 

Date of registration: 7 APRIL 2006 . 
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MRJ? 15 

Registration numbex A40D. YO03 7 

Name of medicine: RAN-LAMOTRIGINE 50 

Dosage form: TABLET 
, I  

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 50,O mg 

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

Applicant: RANBAXY (S.A.) 0 LTD 

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Packer: RqNBAXY LABOMTORTES LTD, DEWAS, INDIA 

Laborat0ry:FPRC: RANBAXY LAJ3ORATORIES LTD, DEWAS, INDM 
KHULULE- LABORATORY SERVTCBS, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, UNlVEZSITY, POTCHEFSTROOM 

FPRR: RANBAXY (S.A.), CENI'URJON, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL. 2006 
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Registration number: A#I2.5/003 8 

Name af medicine: RAN-LAMOTRIGINE 100 

Dosage fonn: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTFUGINE 100,O mg 

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

AppIicant: W A X Y  (S.A.) LTD 

Manufacturer: MIWAXY LABORATORIES LTD, DEWAS, INDIA 

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Lab0ratory:FPRC: W A X Y  LABORATORIES LTD, DEWAS, INDIA 
KT3ULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CXNTRE FOR QUALITY ASSURANCE OF 
MEDICINES, UNIVERSITY, POTCHEFSTROOM 

FPRR: W A X Y  (S.A.), CENTURION, M A  

Shelf-life: 24 months 

Date ofregistration: 7 APRIL 2006 
I 
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MRF 15 

Registration number: A40/2,5f 0039 

Name of medicine: RAN-LAMOTRIGINB 200 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOWGINE 200,O mg 

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

Applicant: RANBAXY (S.A.) (P'IY) LTD 

Manufacturer: RANJ3AXY LABORATORIES LTI), DEWAS, INDIA 

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Laboratory:FPRC: RANBAXY LABORATORIES LTD, DEWAS, lNDIA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUAUTY ASSURANCE OF 
MEDICINES, UNIVERSITY, POTCHEFSTROOM 

FPRR: R4N33AXY (S.A.), CENTURION, RSA 

S he1 f-life: 24 months 

Date of re@stration: 7 APRIL 2Q06 
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MRF 15 

Registration number: A40/2.5/0040 

Name of medicine: TOCLON 25 

Dosage form: TABLET 

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

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

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

Manufacturer: 

Packer: 

Labomtory:FPRC: 

FPRR: 

Shelf-life : 

W A X Y  LABORATORIES LTD, DEWAS, INDIA 

RANBAXY LABORATORIES LTD, DEWAS, INDIA 

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

RANBAXY (S.A.), CENTURION, RSA 
mmcms, UNIvERsrTy, POTCHEFSTROOM 

24 months 

! ,  

Date of registration: 7 ApRlL 2006 



STAATSKOERANT, 26 ME1 2006 , No. 28855 115 

Registration number: A40/2.5/004 1 

Name of medicine: TOCLON 50 

Dosage form: TABLET 
, I  

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 50,O mg 

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

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

Manufacturer: W A X Y  LABORATORIES LTD, DEWAS, INRIA 

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Laboratory:FPRC RANBAXY LABORATORIES LTD, DEWAS, INDIA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, UNNERSI'IY, POTCHEFSTROOM 

FPRR: RANBAXY (S.A.), CENTURION, RSA 

Shelf-li fe: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 1s 

Registration numbex: A40!2. YO042 

Name of medicine: TOCLON 100 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE m0,Omg 

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

Applicant: RANBAXY (S.A.) 0 LTD 

hufacturer: RANBAXY WORATORIES LTD, DEWAS, INDIA 

Packer: W A X Y  LABORATORIES LTD, DEWAS, INDIA 

Lab0ratory:FPRC: " B A X Y  LABORATORIES LTD, DEWAS, INDIA 
ICHULULEW LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE OF 
MEDICINES, UNIVERSITY, POTCHEFSTROOM 

FPRR: RANBAXY (S.A.), CENTU€UON, RSA 

Shelf-life: 24 months 

Pate of registration: 7 APRIL 2006 1 ,  
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, 

MRF 15 

Registration number A4012 .YOU3 

Name of medicine: TOCLON 200 

TABLET 
I 1  

Dosage form: 

Active ingredients: EACH TABLET CONTAINS: 

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

LAMOTIUGINE 200,o mg 

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA 

Packer: RANBAXY LABORATORIES LTD, DEWAS, NJXA 

Laborat0ry:FPRC RANBAXY LABORATORIES LTD, DEWAS, IMDTA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QU- ASSURANCE OF 
MEDICINES, UNIVERSITY, POTCHEFSTROOM 

FPIiLR. RANBAXY (SA.), CENTURION, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A40/11.4.3/0072 

Name of medicine: PANTOCID 40 mg INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
PANTOPRAZOLE SODIUM EQUIVALENT TO 
PANTOPRAZOLE WYO mg 

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

Applicant: PHARMAPLAN (PTY) LTD 
I 

Manufacturer: M J PHARMACEUTICALS LTD, PANCl%%4Hf& 
GUJARAT, INDIA 

Packer: M J PHARMACEUTICALS LTD, PANCHMAHAL, 
GUJARGT, INDIA 

Labarat0ry:FPRC: M J PHARMACEUTICALS LTD, PANCHMAHAL, 
GUJARAT, INDIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

FPm PHARMAPLAN, MIDRAND, RSA 

She1 f-lie: 24 months 

Date of registration: 7 APRIL 2006 

I 
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MRF 15 

Registration number: A40/1.2/0107 

Name of medicine: CITALOGEN 10 

Dosage form: TABLET 
I !  

Active ingredients: EACH TABLET C 0 N " S :  
CITALOPRAM HYDROCHLORIDE EQUIVALENT 
TO CITALOPRAM 10,O mg 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: ALPHAPHARM, CAROLE PARK, QUE~SZAND, 
AUSTRALIA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON 

Packer: ALPHAPHARM, CAROLE P& QUEENSLAND, 
AUSTRALLQ 
MERCK PHARMACEUTICAL MAMJFACTURING, 
WADEWLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 

Laborat0ry:FPRC: ALPHAPHARM, CAROLE PARK, QUEENSLAIW, 
AUSTRALIA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVIUE, GERMISTON 
GENERICS UK Lm, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LAE3ORATOlUES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENXLOOF, PRETORIA 

FPRR: MERCK GENERICS, MODDERFONT'EIN, RSA 

Shelf-We: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A401 1.210 1 08 

Name of medicine: CITALOGEN 20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CITALOPRAM HYDROCHLORIDE E Q W A L m  
TO CITALOPRAM 20,o mg 

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

Applicant MERCK GENERICS RSA (F'TY) LTR 

Manufacturer: ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
, AUSTRALIA 

MERCK PHARMACEUTICAL MANUJ?ACTURMG, 
WADEVILLE, GERMISTON 

Packer: ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON 
GENERICS UKLTD, PQ?TERS BAR, 
HERTFORDSHIRE, U.K.. 
GERARD LABORATORIES, DUBLIN, IRELAND 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIWRSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 
I GROENKLOOF, PRETORIA 

Shew-life: 24 months 

Date of registration: 7 APRIL 2006 
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Registration number: A40/1.2/0109 I 

Name of medicine: CITALOGEN 40 

Dosage form: TABLET 

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

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

Applicant MERCK GENERICS RSA (PTY) LTD 

Manufacturer: ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
MERCK PHARMACEUTICAL MA"ACTURING, 
WADEVILLE, GERMISTON 

Packer: ALPHAPHARM, CAROLE PARK, QUEEN$LAND, 
AUSTRALIA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVLLLE, GERMISTON 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 

Laborat0ry:FPRC: ALPHAPHARM, CAROLE PARK, QUEENSLAM), 
AUSTRALIA 
MERCK PHARMACEUTICAL M " F A C T U " G ,  
WADEVILLE, GERMISTON 
GENERlCS UK LTD, POlTZW BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY; POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 

FPRR. MERCK GENERICS, MODDERFONTEIN, RSA 

S helf-life: 24 months 

Date of registration: 7 APRIL 2006 
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MRF 15 

bgistrati~n number: A40/20.2.8/0254 

Name of medicine: AVOCOMB 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMIVUDINE 150,Q mg 
ZIDOVUDIME 300,O mg 

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

hdanufacturer: W A X Y  LABORATORIES LTD, 
4 MMACHAL PRADESH, INDIA 

Packeri RANBAXY LABORATORIES LTD, 
H1MACHAL PRADESH, INDIA 

]Laboratary:FpRC: RANBAXY LABORATORIES LTD, 
HIMACHAL PRADESH, INDIA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE, 
UNIVERSITY, POTCHEFSTROOM 

FTRR: RANBAXY, CENTURION, RSA 

Shelf-fife: 24 months 
4 ,  

Date of registration: 7 APRIL 2006 
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MRF 15 

Registration number: A40120.2 .sf0272 

Name of medicine: LAMAID 150 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS 
-DINE 150,O mg 

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

Applicant RANBAXY (S.A.) 0 LTD 

Manufacturer: RANBAXY LABORATORIES LTD, 
HIMACHAL PRADESH, INDIA 

Packer: lUkJBAXY LABORATORIES LTD, 
HIMACKAL PRADESH, INDIA 

Laborat0ry:FpRC: RANBAXY LABORATORIES LTD, 
HIMACHAL PRADESH, INDIA 
KHULILEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
CENTRE FOR QUALITY ASSURANCE, 
UNTVERSITY, POTCHEFSTROOM 

FPRR: RANBAXY, CENTURION, RSA 

Shelf-life: 24 months 

Date of registration: 7 APRIL, 2006 
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MRF 15 

Registratiwl nmber: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Cmditious of registration: 

Applicant 

I'lrcker: 

hbCUa~.FPRC: 

A40134/03 16 

TAMSUL 0,4 SR 

CAPSULE 

EACH CAPSULE CONTAINS: 
TAMSULOSIN HYDROCmODE 0,4 mg 

f 

SIEGFRIED LTn, ZOFINGEN, SW€TZEXLAND 
ECZACIBASI, LWBURGAZ, TURIU3Y 

SIEGFRIED LID, ZOFINGEN, s w r r m m  
ECZACBASI, LUL;EBURGAZ, TURKEY 

SIEG-D LTD, ZOFINGEN, SWITZJBLAND 
ECZACJBASI. LULEBURGAZ, TURKEY 

AG; ZOFINGEN, SVkfZERLAND 
m,me CHEMICAL LABORATORIES, 
STREET, BOXSBURG, M A  

CONFARMA FRANCE SARL, HOMBOURG, 
F W C E  
CONFARMA SCHWEIZ AG, MUNCX-ENSTE~, 
SW2ERLAN-D 
GENERIX INTERNATIONAL, ATHLONE, 
CAPE TOWN 

mRR; 

I 

shelf-ife: 24 months 

Date of registratiox 7 APU 2006 
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MRF 15 
.I 

Registration number: A40/34103 17 * 

Name of medicine: GENERK TAMSULOSIN 0,4 SR 

4 

Dosage f~m: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 

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

TAMSULOSIN HYDROCHL.ORJDE 0,4 mg 

Applicant: GENERIX INTERNATIONAL. SA (PTY) LTR 

Manufacturer: SmGFRIED LTD, ZQFINGEN, S W M ' n ,  
ECZACIBASI, LULEBURGAZ, TURKEY 

Packer: S~EGFRIER LTD, ZOFINGEN, swrrmum 
ECZACIBASI, LULEBURGAZ* TURKEY 

La borat0ry:FpRC: SIEGFRIED LTD, ZOFDlGEN, SWj[TzERLAND 
ECZACIBASI, L'ULEBURGAZ, TURKEY 
SQLVIAS AG, ZOFINGEN, SWITZERLAND 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
CONFARMA FRANCE SARI,, HOMBOURG, 
FRANCE 
CONFARMA SCMWEIZ AG, MUNCHENSTETN, 
SWITZERLAND 

CAPE TOWN 
FPRR: GENEFUX INTERNATIONAL, ATHXIONIE, 

S hellrlife: 24 months 

Date Qf registration: 7 APRXL 20Q6 




