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STAATSKOERANT, 9 DESEMBER 2005

GENERAL NOTICE

ALGEMENE KENI\IISGEWING

NOTICE 1300 OF 2005

No. 28253 3

MEDICINES CONTROL COUNCIL

CONDITIONS OFREGISTRATION OFA MEDICINE IN TERMS OF THE PROVISIONS OF SECTION
15(7) OFTHE MEDICINES AND RELATED SUBSTANCES ACT, 1965 (ACTNo~ 101 OF1965)

1. The applicant shall ensure"that themedicine is manufactured and controlled in terms of current
Good Manufact!Jrlng Practices as determined byCouncil.

2. The manufacture of this medicine is subject to regular investigation and inspections by the
inspectors appOinted interms ofSection 26 of theAct, to assess compliance with current Good
Manufacturing Practices.

3. The Information In the package Insert shall be updated on a regular basis to eontotrn to the
package. insert recently approved byCouncil.

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

5. The registration of thismedicine shall besubject to regular review regardirtg Itsquality, safety
and efficacy, and theregistration of this medicine may bevaried .subject to issues Council may
deem fit.

6. The first two production batches must be fully validated In terms of the detailed process
validation protocol submitted at thetime ofapplication forregistration, andthevalidation report
must besubmitted within a month after completion of the validation.

7. The registration dossier is subject to review at intervals asdetermined by Council.
8. A post-registration inspection must be conducted in the first production batch of the locally

manufactured product.

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

10. A post-registration inspection must beconducted on th& first production batch of the hnported
product.

11. Marketing of the product may only commence followIng a satisfactory post-registration
Inspection report.

12. One sample of every batch, together with four copies of the protocol for ~stingof the bulk lot
and filling lot, andsixcoples of thecertificate of release issued bya competent-authority Inthe
country in which the product was manufactured, must be submitted to the Council for lot
release purposes.

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

14; Thestrains ofthemaster seed viruses must be approved by theDepartment ofHealth for each
y~r.
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KENNISGEWING 1300 VAN 2005

7.

8.

9.

10.

11.

12.

13.

14.

MEDISYNEBEHEERRAAD

VOORWAARDES VIRDIE REGISTRASIE VAN 'N MEDISYNE INTERME VAN DIE 'BEPALINGS VAN
ARTIKEL 15(7) VAN DIE WET OPBEHEER VAN MEDISYNE' EN ~RWANTE STOWWE, 1966(WET
No.101 VAN 1965)

1. Die applikant sat verseker dat die med!syne vervaardtg enbeheer word ooreenkomstlg
huldige Goeie Vervaardigingspraktyke soos bepaal deurdie Medlsynebeheerraad.

2. DIe vervaardlglng vanhlerdie medisyne isonderhewigaan gereelde ondersoeke enInspeksies
deur inspekteurs, aangestel ingevotge Artlkel 26 van die Wet, om die nakomi\1g van Goele
Vervaardigingspraktyke te bepaal. '

3. Die Inllgting soos vervat In die voubiljet moet op 'n gereelde grondslag opgedateer word In
ooreenstemmlng met'n voubiljat watonlangs deur die Raad goedgekeur is.

4. Die applikant meetvoldoen aan alle wetUke vereistes van dieWetop Medlsyne en Verwante
Stowwe, 1965 (Wet No. 101 van 1965).

5~ .Die registrasle vanhierdle medisyne Isonderhewig aangereelde herslenlng rakende kwalltelt,
veillgheid en effektlwlteit, en die registrasle van hierdie medisyne kan gewyslg word
onderhewlg aan kwessles soos goedgedlnk deur die Raad.

6. Die eersle twee produkslelotte moet tenvolle gevalideer word ooreenkomstig diebreedvoerlge
prosesvalidasle protokol wat ingedlen Is ten tye van die aansoek om registrasle~ en die
valldasleverslag moetblnne die bestek van een maand na die voltooting van die valldasle
ingedien word. .

Die registrasle-aansoek Is onderhewig aan hersiening mettussenposes soos deur die Raad
bepaal.

'n Na-registrasle-Inspeksie moet op die eerste produksielot van dIe plaaslike vervaardigde
prod~k ultgevoer word.

'n Na·registrasie-inspeksie moet op die eerste produksielot van elke plaasllke vervaardig~r

ultgevoer word.
'n Na-reglstrasie-inspeksie moet op die eerste pr.odukslelot van die Ingevoerde produk
ultgevoer word.
Bemarklng vandie produk mag slegs in aanvang neem nadat 'n bevred1gende na-reglstrasle
Inspeksleverslag gedien het.
Een monster van elke lot moet tesame met'VterkopleA van die protokolle vir dietoats van die
massalot en die wllot sowel as ses kopjee van dIe vrystel/ingsertifikaat watuitgereik is deur
die verantwoordelike beheerliggaam in die land waar die produk vervaardig word, ingedlen
word by die Raad vir lotvrystelllngsdoelelndes.
Die vervaldatum toegeken, salgewysig word deur 'n verklarlng byte voeg dat dievlrusst8mme
.tans vir Suld-Afrtkaanse gebrulk gedurende diegespesifiseerde jaaraanbeveei word.

Die stamme van die oorspronkUke saadvlrusse moet elke Jaar deur die Departement van
Gesondheld goE:ldgekeur word.
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MRF 15(MBR 15)

Registration number: 01/20.1.2/1 0

Name ofmedicine: LINCOJECT INJECTION

Dosage form: INJECTION

No. 28253 5

Active ingredients: EACH VIAL CONTAINS:
LINCOMYCIN HYDROCHLORIDE EQUIVALENT TO
LINCOMYCIN 100,0 mg

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

Applicant: NORBROOK LABORATORIES S.A. (pTY) LTD

Manufacturer: NORBROOK LABORATORIES LTD, NEWRY,
NORTHERN IRELAND

Packer: NORBROOK LABORATORIES LTD, NEWRY,
NORTHERN IRELAND

Laboratory:

Shelf-life:

Date ofregistration:

NORBROOK LABORATORIES LTD, NEWRY,
NORTHERN IRELAND
NORBROOK LABORATORIES, CENTURION, RSA

24 months

23 SEPTEMBER 2005
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MRF 15 (MBR 15)

GOVERNMENT GAZETTE. 9 DECEMBER 2005

Registration number: 02/17.1.1.2/14

Name ofmedicine: CEPOREX 50 MG TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEPHALEXIN MONOHYDRATE EQUNALENT TO
CEPHALEXIN 50,0 mg

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

Applicant: SCHERING-PLOUGH (PTY) LTD

Manufacturer: GALEN LTD, SEAGOE INDUSTRIAL ESTATE,
ARMAGH, NORTHERN IRELAND

Packer: GALEN LTD, SEAGOE INDUSTRIAL ESTATE,
ARMAGH, NORTHERN IRELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, RSA

Laboratory: GALEN LID, SEAGOE INDUSTRIAL ESTATE,
ARMAGH, NORTHERN IRELAND
SCHERING-PLOUGH, ISANDO~RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005
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MRF 15 (MBR 15)

Registrationnumber: 02121.1118

Name ofmedicine: CEFA-VET50 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFADROXIL 50,0 mg

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

Applicant: INTERVET S.A. (pTY) LTD

Manufacturer: INTERVET LAB, DUBLIN, IRELAND

Packer: INTERVETLAB, DUBLIN, IRELAND

Laboratory: INTERVETINTERNATIONAL B.V., BOXMEER,
THE NETHERLANDS
INTERVETS.A., KEMPTONPARK, RSA

Shelf-life: 60 months

Date of'registration; 23 SEPTEMBER2005

No.28253 7
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MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

. ''j%

Registration number: 02/21.1/19

Name ofmedicine: CEFA-VET 200 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFADROXIL 200,0 mg

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

Applicant: INTERVET S.A. (PTY) LTD

Manufacturer: INTERVET LAB, DUBLIN, IRELAND

Packer: INTERVET LAB, DUBLIN: IRELAND

Laboratory: INTERVET INTERNATIONAL B.V., BOXMEER,
THE NETHERLANDS
INTERVET S.A., KENIPTONPARK, RSA

Shelf-life: 60 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

* 1 T

Registration number: 02/21.1/20

Name ofmedicine: CEFA-VET 1000 MO

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFADROXIL 1000,0 mg

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

Applicant: INTERVET S.A. (pTY) LTD

Manufacturer: INTERVET LAB, DUBLIN, IRELAND

Packer: INTERVET LAB, DUBLIN, IRELAND

Laboratory: INTERVET INTERNATIONAL RV., BOXMEER,
THE NETHERLANDS
INTERVET S.A., KEMPTON PARK, RSA

Shelf-life: 60 months

Date ofregistration: 23 SEPTEMBER 2005

No.28253 9/
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MRF15{MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 03/21.1/6

Nameof medicine: NOROCLAV INJECTION

Do~gefunn: INJECTION

Active ingredients: EACH 1,0 m1 SUSPENSION CONTAINS:
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO
AMOXYCILLIN 140~0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 35,0 mg

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

Applicant: NORBROOK LABORATORIES S.A. (pTY) LTD

Manufacturer: NORBROOK LABORATORIES LTD, NEWRY,
NORTHERN IRELAND

Packer: NORBROOK LABORATORIES LID, NEWRY,
NORTHERN IRELAND

Laboratory: NORBROOK LABORATORIES LTD, NEWRY,
NORTHERN IRELAND
NORBROOK LABORATORIES, CENTURION, RSA

Shelf-life: 24 months .

Dateof registration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 03/3.1/7

Name ofmedicine: QUADRISOL 1 GEL

Dosage form: GEL

Active ingredients: EACH 1,0 ml GEL CONTAINS:
VEDAPROFEN 1,0 mg

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

Applicant: INTERVET S.A. (pTY) LTD

Manufacturer: lNTERVETINTERNATIONAL B.V., BOXMEER,
THE NETHERLANDS

Packer: INTERVET INTERNATIONAL RV., BOXMEER,
THENETHERLANDS

Laboratory: INTERVET INTERNATIONAL RV" BOXMEER,
THE NETHERLANDS
INTERVET S.A., KEMPTON PARK, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

No.28253 11
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MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A03/21.lIII

Name ofmedicine: EXCENEL RTU SUSPENSION FOR INJECTION

Dosage fonn: INJECTION

Active ingredients: EACH 1,0 ml SUSPENSION CONTAINS:
CEFTIOFUR HYDROCHLORIDE EQUIVALENT TO
CEFTIOFUR 50,0 mg

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

Applicant: PHARMACIA S.A. (PTY) LID

Manufacturer: PHARMACIA &UPJOHN CO, KALAMAZOO,
MICHIGAN, USA
ISOMEDIX INC, LIBERTYVILLE, ILLINOIS, USA

Packer: PHARMACIA & UPJOHN CO, KALAMAZOO,
MICHIGAN, USA

Laboratory: PHARMACIA & UPJOHN CO, KALAMAZOO,
MICHIGAN, USA
KHULULEKANl LABORATORY SERVICES,
MIDRAND, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
PHARMACIA S.A., MIDRAND, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15(MBR 15)

Registration number: A03/3.1.2/14

Name ofmedicine: PREVICOX 57 MG CHEWABLE TABLET

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
FIROCOXIB 57,0 mg

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

Applicant: MERIAL SOUTH AFRICA (PTy) LID

Manufacturer: PATHEON INC., ONTARIO, CANADA

Packer: PATHEON INC., ONTARIO, CANADA

No.28253 13

Laboratory: MERIAL S.A.S., CEDEX, FRANCE
STAINER LABORATORY SERVICES, FERNDALE,
RANDBURG, RSA
MERIAL, HALFWAY HOUSE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005
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MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A03/3.1.2/15

Name ofmedicine: PREVICOX 227 MGCHEWABLE TABLET

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
FIROCOXIB 227,0 mg

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

Applicant: MERIAL SOUTH AFRICA (PTY) LTD

Manufacturer: PATHEON INC., ONTARIO, CANADA

Packer: PATHEON INC., ONTARIO, CANADA

Laboratory: MERIAL·S.A.S., CEDEX, FRANCE
STAINER LABORATORY SERVICES, FERNDALE,
RANDBURG, RSA
MERIAL, HALFWAY HOUSE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 15

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

32/2.8/0320

GRAND-PAHEADACHE POWDERS LEMON
FLAVOUR

POWDER

EACH POWDER CONTAINS:
ASPIRIN 453,6 mg
PARACETAMOL 324,0 mg
CAFFEINE 64,8 mg

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

Applicant: GROUP LABORATORIES S.A. (pTY) LTD

Manufacturer: GLAXOSMITHKLINE, EPPlNG, CAPE TOWN

Packer: GLAXOSMITHKLINE, EPPING, CAPE TOWN

Laboratory: GLAXOSMITHKLINE, EPPING, CAPE TOWN
GROUP LABORATORIES, EPPING, CAPE TOWN

Shelf-life: 12 months

Date ofregistration: 23 SEPTEMBER2005
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MRF 15(MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Activeingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

32/34/0423

OVANTA

TABLET

EACHTABLET CONTAINS:
RALOXIFENE HYDROCHLORIDE 60,Omg

Conditions ofregistration: 1,2.3,4,5,6, 7

Applicant: ELl LILLY (S.A.) (pTY) LTD

Manufacturer: ELl LILLY & CO LTD,BASINGSTOKE, HAMPSHIRE,
U.K.
LILLY DEL CARIBE, CAROLINA, PUERTORICO

Packer: ELl LILLY & CO LTD,BASINGSTOKE, HAMPSHIRE,
U.K.

Laboratory: ELl LILLY & CO LTD,BASINGSTOKE, HAMPSHIRE,
U.K.
LILLYDEL CARIBE, CAROLINA, PUERTORICO
CONSULTING CHEMICAL LABORATORIES,
STARSTREET, BOKSBURG, RSA
SOUTHAFRICAN aUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ELl LILLY, BRYANSTON, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005 .

MRF 15 (MBR 15)

Registration number: 33~21.12/0517

Name ofmedicine: TAMOXlliEXAL 10

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TAMOXIFEN CITRATE EQUNALENT TO
TAMOXIFEN 10,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD

No.28253 17

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY'"

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

Laboratory: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005
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MRF t 5 (MBR. t S)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 33/21.1210518

Name ofmedicine: TAMOxnmXAL 20

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TAMOXIFEN CITRATE EQUIVALENT TO
TAMOXIFEN 20,0 mg

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

Applicant HEXAL PHARMA (SA) (PTY) LID

Manufacturer: ..- SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

Packer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY ,"
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, .RSA

Laboratory: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 19

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

34/7.1/0284

CARDOSIN 1

TABLET

EACH TABLET CONTAINS:
DOXAZOSIN MESYLATE EQUIVALENT TO
DOXAZOSIN 1,0 mg

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

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

Manufacturer: LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA

Packer: LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
DNPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory: LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005
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MRF IS (MBR 15)

Registration number:

Nameofmedicine:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

3417.1/028.5

CARDOSIN2

Dosage form: TABLET

Activeingredients: EACHTABLET CONTAINS:
DOXAZOSIN MESYLATE EQUIVALENT TO
DOXAZOSIN 2,0 mg

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

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

Manufacturer: LABPHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA

Packer: LABPHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory: LABPHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-lite: 24 months

Date of registration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 21

Registration number:

Nameofmedicine:

Dosage fonn:

Activeingredients: y ,

3417.1/0286

CARDOSIN4

TABLET

EACHTABLET CONTAINS:
DOXAZOSIN MESYLATE EQUNALENT TO
DOXAZOSIN 4,0 mg

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

Applicant: HEXAL PHARMA (S.A.) (pTY) LID

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Dateofregistration:

LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA

LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

LAB PHARMACEUTICAL RESEARCH
INTERNATIONAL, QUEBEC, CANADA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
HEXAL PHARMA, WESTMEAD, RSA

24 months

23 SEPTEMBER 2005
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MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

34/24/0369

EUROMED DEXTROSE 50 % SOLUTION

SOLUTION

EACH 1,0 ml SOLUTION CONTAINS:
DEXTROSE MONOHYDRATE SOO,Omg

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

Applicant: LEBASI PHARMACEUTICALS CC

Manufacturer: EUROMED LABORATORIES, CAVITE, PHILIPPINES
" -:

Packer:

Laboratory:

Shelf-life: ".~ .

Date ofregistration:

EUROMED LABORATORIES, CAVITE, PHll..IPPINES

EUROMED LABORATORIES, CAVITE,PHILIPPINES
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA
LEBASI PHARMACEUTICALS, POTCHEFSTROOM,
RSA

48 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 35/2.2/0321

Name ofmedicine: MIDAZOLAM - HEXAL 5 MGIML

Dosage form: INJECTION

NO.28253 23

Active ingredients: EACH 1,0 ml AMPOULE CONTAINS:
MIDAZOLAM HYDROCHLORIDE EQUNALENT TO
MIDAZOLAM 5,0 mg

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

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

Manufacturer: SOLUPHARM, MELSUNGEN, GERMANY

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

Laboratory: SOLUPHARM, MELSUNGEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005 ..



24 No. 28253

MRF IS (MBR IS)

GOVERNMENT GAZETTE. 9 DECEMBER 2005

Registrationnumber: 35/2.2/0322

Name ofmedicine: MIDAZOLAM - HEXAL 15 MG/3 ML

Dosage form: INJECTION

Active ingredients: EACH 3,0 ml AMPOULE CONTAlNS:
MIDAZOLAM HYDROCHLORIDE EQUIVALENT TO
MIDAZOLAM 15,0mg

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

Applicant:

Manufacturer:

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

SOLUPHARM, MELSUNGEN, GERMANY

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

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

SOLUPHARM, MELSUNGEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA
HEXALPHARMA, WESTMEAD, RSA

24 months

23 SEPTEMBER 2005 ..



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 36/20.1.110222

Name ofmedicine: ERYKO-250

Dosage form: TABLET

No.28253 25

Active ingredients: EACH TABLET CONTAINS:
ERYTHROMYCIN STEARATE EQUIVALENT TO
ERYTHROMYCIN 250,0 mg

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

Applicant: BE-TABS PHARMACEUTICALS (pTY) LTD

-" ..;

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA

KOPRAN.LTD, KHALAPUR, RAIGAD, INDIA

KOPRAN LTD, KHALAPUR, RAIGAD, INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

24 months

23 SEPTEMBER 2005
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MR.F 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

36/15.4/0357

SPERSALLERG snu(SINGLE DOSE UNIT)

DROPS

EACH 0,3 m1 SOLUTION CONTAINS:
ANTAZOLINE HYDROCHLORIDE 0,15 mg
TETRYZOLINE HYDROCHLORIDE 0,12 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: LABORATOlRES CIBA VISION, ANNONAY, CEDEX,
FRANCE

Packer: LABORATOIRES CIBA VISION, ANNONAY, CEDEX,
", FRANCE

NOVO NORDISK, MAIN STREET, JOHANNESBURG

Laboratory: LABORATOIRES CIBA VISION, ANNONAY, CEDEX,
FRANCE
NOVARTIS OPHTHALMICS AG, HETTLINGEN,
SWITZERLAND
ADCOCK INGRAM LTD, BRYANSTON, RSA
NOVO NORDISK, MAIN STREET, JOHANNESBURG
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKO ERANT. 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 27

Registration number:

Name ofmedicine:

Dosage form:

36/17.1/0431

. " .
MUSCURON

INJECTION

.' If

Active ingredients: EACH AMPOULE CONTAINS:
VECURONlUM BROMIDE 4,0 mg

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

Applicant: MC PHARMA (pTY) LTD

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

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

M JPHARMACEUTICALS LTD, HALOL, GUJARAT,
INDIA

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

24 months

23 SEPTEMBER 2005"



28 NO.28253

MRF 15 (MBR 15)

Registration number:

Nameofmedicine:

Dosage form:

Activeingredients:

GOVERNMENT GAZETTE. 9 DECEMBER 2005

36/10.2.110443

FORAMET DRYPOWDER

CAPSULE

EACHCAPSULE CONTAINS:
FORMOTEROL FUMARATE 0,012mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Dateof registration:

ADCOCK INGRAM LIMITED

LICONSA S.A,AZUQUECA DE HENARES,
GUADALAJARA, SPAIN

LICONSA S.A,AZUQUECA DE HENARES,
GUADALA1ARA, SPAIN

LICONSA S.A,AZUQUECA DE HENARES,
GUADALAJARA, SPAIN
ADCOCK INGRAMHEALTHCARE, WADEvu,LE,
GERMISTON, RSA
ADCOCK INGRAM HEALTHCARE,
OLIPANTSFONTEIN, CLAYVILLE, RSA
ADCOCK INGRAM LTD,BRYANSTON, RSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 37/20.1.2/0003

Name ofmedicine: AUSTELL - AMOXICn.LlN 250 MO

Dosage form: CAPSULE

No.28253 29

Active ingredients: EACH CAPSULE CONTAINS:
AMOXICILLIN TRllIYDRATE EQUNALENT TO
AMOXICILLIN 250,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Dateof registration:

IPeA LABORATORIES LID, GUJARAT, INDIA

IPCA LABORATORIES LTD, GUJARAT, INDIA

IPCA LABORATORIES LID, GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDRADS,
GROENKLOOF, PRETORIA, RSA
AUSTELL LABORATORIES, SAXONWOLD, RSA

24 months

23 SEPTEMBER 2005



30 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 37/20.1.2/0004

Name ofmedicine: AUSTEll- AMOXICILLIN 500 MO

Dosage fonn: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
AMOXICILLIN TRIHYDRATE EQUIVALENT TO
AMOXICILLIN 500,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: IPCA LABORATORIES LTD, GUJARAT, INDIA

Packer: IPeA LABORATORIES LTD, GlTJARAT, INDIA

Laboratory: - IPeA LABORATORIES LTD, GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDRADS,
GROENKLOOF, PRETORIA, RSA
AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 200S



MRF 15 (MBR 15)

Registration number:

Nameofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

37/1.2/0083

FLUTINOL

CAPSULE

No.28253 31

A • ingredi. ctive . ients:

Conditions ofregistration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

EACHCAPSULE CONTAINS:
FLUOXETINE HYDROCHLORIDE EQUIVALENT TO
FLUOXETINE 20,0 mg

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

MC PHARMA (PTY) LTD

M J PHARMACEUTICALS LTD, GUJARAT, INDIA

M J PHARMACEUTICALS LTD, GUJARAT. INDIA

M J PHARMACEUTICALS LTD. GUJARAT, INDIA
MC PHARMA, MEYERSPARK, PRETORIA, RSA

24 months

23 SEPTEMBER 2005



32 No.28253

MRFl5

Registration number:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/34/0088

Name ofmedicine: ACIDIC BICARBONATE HAEMODIALYSIS
CONCENTRATE SW 95A

Dosage form: SOLUTION

.e . ",

Active ingredients: EACH lOO,Oml SOLUTION CONTAINS:
SODIUM CHLORIDE 210,68 g
POTASSnJM CHLORIDE 5,22 g
CALCnJM CHLORIDE 9,01 g
MAGNESIUM CHLORIDE HEXAHYDRATE 3,56 g
GLACIAL ACETIC ACID 6,31 g

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

Applicant: B. BRAUN MEDICAL (PTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

B. BRAUN SCHIWA GmbH & CO, GLANDORF,
GERMANY

B. BRAUN SCHIWA GmbH & CO, GLANDORF,
GERMANY

B. BRAUN SCHIWA GmbH & CO, GLANDORF,
GERMANY
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA .,+ ".,.
B.BRAUN MEDICAL, HONEYDEW, RANDBURG

36 months

23 SEPTEMBER 2005

28253-1



STAATSKOERANT, 9 DESEMBER 2005

MRF15

No.28253 33

Registration number:

Nameofmedicine:

Dosage form:

Active ingredients:

37/34/0089

ALKALINE BICARBONATE HAEMODIALYSIS
. CONCENTRATE 8,4 % SOLUTION

SOLUTION

EACH 100,0 ml SOLUTION CONTAINS:
SODIDM BICARBONATE 84,0 g

Conditionsof'registration: 1,2,3,4,5,6, 7

Applicant: B. BRAUN MEDICAL (PTY) LTD

Manufacturer: B. BRAUN SCHIWA GmbH & CO, GLANDORF.
GERMANY

Packer: B. BRAUN SCHIWA GmbH & CO, GLANDORF,
GERMANY

Laboratory: B. BRAUN SCHIWA GmbH & CO, GLANDORF,
GERMANY
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG,RSA
B.BRAUN MEDICAL, HONEYDEW, RANDBURG

Shelf-life: 36 months

Date of registration: 23 SEPTEMBER 2005

G05-112212-2 28253-2



34 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 37/1.2/0156

Name ofmedicine: NUZAK ORAL SOLUTION

Dosage form: SOLUTION

Active ingredients: EACH 5,0 ml SOLUTION CONTAINS:
FLUOXETINE HYDROCHLORIDE EQUIVALENT TO
FLUOXETINE 20,0 mg

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

Applicant: CIPLA LIFE SCIENCES (pTY) LTD

Manufacturer: CIPLA LTD, SATARA, INDIA
CIPLA LTD, VIKHROLI, BOMBAY, INDIA

Packer:

Laboratory:

Shelf;.life:

Date ofregistration:

CIPLA LTD, SATARA, INDIA
CIPLA LTD, VIKHROLI, BOMBAY, INDIA

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

24 months

12 NOVEMBER 2004



STAATSKOERANT. 9 DESEMBER 2005

MRF 15(MBR 15)

Registration number: 37/20.1.1/0222

Name ofmedicine: AP AZITHROMYCIN 500 MG

Dosage form: TABLET

No.28253 35

Active ingredients: EACH TABLET CONTAINS:
AZITHROMYCIN MONOHYDRATE EQUIVALENT
TO AZITHROMYCIN 500,0 mg

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

Applicant: PHARMACARE LIMITED

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

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

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

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



36 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

3717.110230

DILEM30MG

TABLET

EACH TABLET CONTAINS:
DILTIAZEM HYDROCHLORIDE 30,0 mg

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

Applicant: PHARMAPLAN (PTY) LTD

Manufacturer: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Packer: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Laboratory: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
PHARMAPLAN, MIDRAND, RSA

Shelf-life: 48 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 37

Registrationnumber:

Name ofmedicine:

Dosage form:

Active ingredients:

37/7.1/0231

DILEM60MG

TABLET

EACH TABLET CONTAINS:
DILTIAZEMHYDROCHLORIDE 60,0 mg

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

Applicant: PHARMAPLAN (PTY) LTD

Manufacturer: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Packer: DOUGLAS PHARMACEUTICALS LTO, LINCOLN,
AUCKLAND, NEW ZEALAND

Laboratory: DOUGLASPHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA
PHARMAPLAN, MIDRAND,RSA

Shelf-life: 48 months

Date ofregistration: 23 SEPTEMBER2005



38 No.28253

MRF 15(MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/26/0256

VINCRISTINE RTU 1

INJECTION

EACH 1,0 m! SOLUTION CONTAINS:
VINCRISTINE SULPHATE 1,Omg

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

Applicant: PHARMACHEMffi (PTY) LTD

Manufacturer: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS

Packer: PHARMACHEMIE BV~ HAARLEM,
THE NETHERLANDS

Laboratory: PHARMACHEMffi BV, HAARLEM,
THE NETHERLANDS
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY. POTCHEFSTROOM
PHARMACHEMffi, MIDRAND, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT. 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 39

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

37/26/0257

VINCRISTINE RTU 2

INJECTION

EACH 2,0 ml SOLUTION CONTAINS:
VINCRISTINE SULPHATE 2,0 mg

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

Applicant: PHARMACHEMIE (pTY) LTD

Manufacturer: PHARMACHEMIE BV, HAARLEM,
THENETHERLANDS

Packer: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS

Laboratory: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
PHARMACHEMIE, MIDRAND, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



40 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/18.110291

DIFROSID

TABLET

EACH TABLET CONTAINS:
FUROSEMIDE 40,0 mg

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

Applicant: PHARMAPLAN (PTY) LTD

Manufacturer: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Packer: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Laboratory: DOUGLAS PHARMACEUTICALS LTD, LINCOLN,
AUCKLAND, NEW ZEALAND
CONSULTING CHEMICAL LABORATORIES,
STAR S1REET, BOKSBURG, RSA
PHARMAPLAN, MIDRAND, RSA

Shelf-life: 48 months

Date of registration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 41

Registration number:

Name ofmedicine:

Dosage fonn:

Active ingredients:

37/21.2/0407

DIABETM1N 850

TABLET

EACH TABLET CONTAINS:
METFORMIN HYDROCHLORIDE 850,0 mg

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

Applicant: GULF DRUG COMPANY (PTY)LID

Manufacturer: HOVID SDN., PERAK., MALAYSIA

Packer: HOVID SDN., PERAK, MALAYSIA

Laboratory: HOVID SON., PERAK, MALAYSIA
vntAPSA,~EN1lilUON,RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE,
JO~SBURG,RSA

CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
PHARMA-Q, INDUSTRIA WEST, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
CONSULTING MICROBIOLOGICAL LAB,
MOREWILL, BEYERSPARK, R~A
GULF DRUG CO, MOUNT EDGECOMBE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



------- 42 No. 28253

MRF 15 (MBR 15)

Registration number:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/21.10/0408

Name ofmedicine:

Dosage fonn:

GONAPEPTYL DEPOTPOWDER FOR lNJECTION

INJECTION

Active ingredients: EACH VIAL CONTAINS:
TRIPTORELIN 3.75 mg

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

Applicant: FERR.ING PHARMACEUTICALS (PTY) LTD

Manufacturer: FERRINGGmbH. WITTLAND.KIEL. GERMANY

Packer: FERRlNG GmbH. WITTLAND. KIEL. GERMANY

Laboratory: FERRINGGmbH,WITTLAND. KIEL. GERMANY
CONSULTING CHEMICAL LABORATORIES.
STAR STREET. BOKSBURG. RSA
FERRINGPHARMACEUfICALS. KEMPTONPARK.,
RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 37/34/0409

Name ofmedicine: GONAPEP'1YL DEPOT INJECTION VEHICLE

Dosage form: . INJECTION

Active ingredients: EACH 1,0 ml SUSPENSION CONTAINS:
DEXTRAN 104,0 mg
WATERFORINJECTION to 1,0ml

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

Applicant: FERRING PHARMACEUTICALS (PTY) LTD

Manufacturer: FERRING GmbH, WITTLAND,KIEL, GERMANY

NO.28253 43

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

FERRlNG GmbH, wrTTLAND, KIEL, GBRMANY

FERRING GmbH, WITTLAND, KIEL, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
FERRING PHARMACEUTICALS, KEMPTONPARK,
RSA

36 months

23 SEPTEMBER 2005



44 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

..

Registration number: 37/18.110432

Name ofmedicine: AUSTELL-FUROSEMIDE 20 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
FUROSEMIDE 20,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

,.

AUSTELL LABORATORIES (PTY) L'rn

!PCA LABORATORIES LTD, DADRA & NAGAR
HAVELI, INDIA

IPeA LABORATORIES LTD,DADRA & NAGAR
HAVELI,-INDIA

IPCA LABORATORIES LTD, DADRA & NAGAR
HAVELI,INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITIITE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
INSPECTORATE M&L, ORMONDE,
JO~SBlijtG,RSA

AUSTELL LABORATORIES, ROSEBANK, RSA

24 months

Date of registration: 23 SEPTErvtBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 37/18.1/0433

Name ofmedicine: AUSTELL-FUROSEMIDE 40 MO .

Dosage form: TABLET

Activeingredients: EACH TABLETCONTAINS:
FUROSEMIDE 40,0 mg

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

Applicant: AUSTELLLABORATORIES (PTY) LTD

No.28253 45

Manufacturer: IPeA LABORATORIES LID, DADRA & NAGAR
HAVELI, INDIA

Packer: IPCA LABORATORIES LTD, DADRA & NAOAR
HAVELl; INDIA

Laboratory:

•

-
Shelf-life:

Date ofregistration:

!peA LABORATORIES LTD, DADRA & NAGAR
HAVELI, INDIA
SOUTHAFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG,RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

24 months

23 SEPTEMBER 2005



46 No. 28253

MR.F 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/16.4/0435

L.C.C. THROAT LOZENGES - MENTHOL

LOZENGE

EACHLOZENGE CONTAINS:
CETYLPYRIDINIUM CHLORIDE 1,47mg
BENZYL ALCOHOL 6,5 mg

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

Applicant:

Manufacturer:

Packer: '"

Laboratory:

Shelf-life:

Date ofregistration:

ADCOCK INGRAM LIMITED

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

ADCOCK INGRAM HEALTHCARE~ CLAYVILLE,
OLIPANTSFONTEIN, RSA

ADCOCKINGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM LTD,BRYANSTON, RSA

24 months

23 SEPTEMBER 2005



MRF 15 (MBR 15)

Registration num.ber:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

37/25.2/0501

OLICLINOMEL N4-550 E

INFUSION

No.28253 47

Active ingredients: EACH BAG CONTAINS:
a) 5,5 % AMINO ACIDS SOLUTION compartment

with electrolytes.
b) 20 % GLUCOSE SOLUTION compartment with

electrolyte calcium.
c) 10 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM

CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGruM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JO~SBURG,RSA

24 months

23 SEPTEMBER 2005



48 No. 28253

ADDENDUM

GOVERNMENT GAZETTE, 9 DECEMBER 2005

a) 5,5 % AMINO ACIDS SOLUTION compartment
with electrolytes, containingper 1,0 litre:

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
Ldeucine
L-Iysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L-tryptophan
L-tyrosine
L-valine
Sodium acetate
Sodium glycerophosphate
Potassium chloride
Magnesium chloride

11,39g
6,33g
5,67 g
2,64g
3,30 g
4,02g
3,19g
2,20 g
3,08 g
3,74 g
2,75 g
2,31 g
0,99g
0,22g
3,19 g
2,45 g
5,36 g
2,98 g
1,12 g

b) 20 % GLUCOSE SOLtITION compartmentwith electrolytecalcium
containingper 1,0 litre:

Glucosemonohydrate equivalent to
Glucose 200,00 g
Calcium chloride 0,74 g

c) 10 % LIPID EMULSION compartment containingper 1,0 litre:

" ;,"/

Refined soya-beanoil +
Refined olive oil 100,00 g



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT. 9 DESEMBER 2005

37/25.2/0502

OLICLINOMEL N5-800 E

INFUSION

No. 28253 49

Active ingredients: EACH BAG CONTAINS:
a) 7 % AMINO ACIDS SOLUTION compartment

with electrolytes.
b) 25 % GLUCOSE SOLUTION compartment with

electrolyte calcium.
c) 20 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (pTY) LTD

Manufacturer: CLlNTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM

Packer: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Laboratory: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSlNES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JO~SBlTIRG,RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



50 No. 28253

ADDENDUM

GOVERNMENT GAZETTE, 9 DECEMBER 2005

a) 7 % AMlNO ACIDS SOLUTION compartment
with electrolytes, containingper 1,0 litre:

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-lysine
L-methionine
L-phenylalanine
L-proline
L-serine"
L-threonine
L-tryptopban
L-tyrosine
L-valine
Sodiumacetate
Sodiumglycerophosphate
Potassium chloride
Magnesium chloride

14,49 g
8,05 g
7,21 g
3,36 g
4,20 g
5,11 g
4,06g
2,80 g
3,92 g
4,76 g
3,50g
2,94g
1,26 g
0,28 g
4,06 g
6,12 g
5,36g
4,47 g
1,12 g

b) 25 % GLUCOSE SOLUfION compartment with electrolytecalcium
containing per 1,0 litre,

Glucose monohydrate equivalent to
Glucose 250,00 g
Calciumchloride 0,74 g

c) 20 % LIPID EMULSION compartment containing per 1,0 litre,

Refinedsoya-beanoil +
Refined olive oil 200,00 g



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

37/25.2/0503;

OLICLINOMEL N6-900 E

INFUSION

No.28253 51

Active ingredients: EACH BAG CONTAINS:
a) 8,5 % AMINO ACIDS SOLUTION compartment

with electrolytes.
b) 30 % GLUCOSE SOLUTION compartment with

electrolyte calcium.
c) 20 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCI{ INGRAM CRITICAL CARE (PTY) LTD

Manufacturer: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM

Packer: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, ABROTON,
JOHANNESBURG, RSA

Laboratory: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSlNES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



52 NO.28253

ADDENDUM

GOVERNMENT GAZETTE, 9 DECEMBER 2005

a) 8,5 % AMINO ACIDS SOLUTION compartment
with electrolytes, containing per 1,0 litre:

~. ,

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-Iysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L-tryptophan
L-tyrosine
L-valine
Sodium acetate
Sodium glycerophosphate
Potassium chloride
Magnesium chloride

17,60 s'
9,78 g
8,76 g
4,08 g
5,10g
6,21 g
4,93 g
3,40 g
4,76 g
5,78 g
4,25 g
3,57 g
1,53 g
0,34 g
4,93 g
6,12g
5,36 g
4,47 g
1,12 g

b) 30 % GLUCOSE SOLUTION compartment with electrolyte calcium
containing per 1,0 litre:

Glucose monohydrate equivalent to
Glucose 300,00 g
Calcium chloride 0,74 g

c) 20 % LIPID EMtn-SION compartment containing per 1,0 titre:

Refined soya-bean oil +
Refined olive oil 200,00 g



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 OESEMBEA 2005 ~

37/25.2/0504

OLICLINOMEL N7-1000 E

INFUSION

No.28253 5!

Active ingredients: EACH BAG CONTAINS:
a) 10% AMINO ACIDS SOLUTION compartment

with electrolytes.
b) 40 % GLUCOSE SOLUTION compartment with

electrolyte calcium.
c) 20 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTO

Manufacturer: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM

Packer: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Laboratory: CLINTEC PARENTERAL S.A., CEDEX, FRANCE
BAXTER S.A., LESSINES, BELGIUM
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



54 No. 28253

ADDENDUM

GOVERNMENrGAZETTE, 9 DECEMBER 2005

a) 10% AMINO ACIDS SOLUTION compartment
with electrolytes, containing per 1,0 litre:

! '.

L-alanine
Lsarginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-Iysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L.tryptophan
L-tyrosine
L-valine
Sodium acetate
Sodium glycerophosphate
Potassium chloride
Magnesium chloride

20,70 g
11,50 g
10,30 g
4,80 g
6,00 g
7,30 g
5,80 g
4,00 g
5,60 g
6,80g
5,00 g
4,20 g
1,80 g
0,40 g
5,80 g
6,12 g
5,36 g
4,47g
1,12 g

b) 40 % GLUCOSE SOLUTION compartment with electrolyte calcium
containing per 1,0 litre:

Glucose monohydrate equivalent to
Glucose 400,00 g
Calcium chloride 0,74 g

c) 20 % LIPID EMULSION compartment containing per 1,0 litre:

Refined soya-bean oil +
Refined olive oil



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 55

Registrationnumber:

Name ofmedicine:

Dosage form:

Active ingredients:

37/2.9/0532

DOLOTRAM CAPSULES

CAPSULES

EACH CAPSULECONTAINS:
TRAMADOLHYDROCHLORIDE 50,Omg

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

Applicant: MC PHARMA (PTY) LID

Manufacturer: MJ. PHARMACEUTICALS LTD, HALOL, GUJARAT,
INDIA

Packer: M.J. PHARMACEUTICALS LTD, HALOL, GUJARAT,
INDIA

Laboratory: MJ. PHARMACEUTICALS LTD, HALOL, GUJARAT,
INDIA
MC PHARMA, CENTURION, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER2005



58 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETrE, 9 DECEMBER 2005

Registration number: 37/5.8/0556

Name ofmedicine: COLCAPS CHILDREN'S SYRUP ORANGE FLAVOUR

Dosagefonn: SYRUP

Activeingredients: EACH 5,0 ml SYRUP CONTAINS:
PARACETAMOL 120,0 mg
CODEINE PHOSPHATE 5,0 mg
PSEUDOEPHEDRINE HCL 20,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

ADCOCKINGRAM LIMITED

ADCOCKINGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
PHARMA-Q, INDUSTRIA, RSA

ADCOCKINGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
PHARMA-Q, INDUSTRIA, RSA

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON,RSA
P~-Q,INDUSTRIA,RSA

ADCOCKINGRAM LTD,BRYANSTON, RSA

24 months

23 SEPTEMBER 2005

-,



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 57

Registration number:

Name ofmedicine:

Dosage form:

37/20.2.2/0559

ADCO-SPOROZOLE

CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
ITRACONAZOLE

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

100,Omg

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

ADCOCK INGRAM LIMITED

LICONSA S.A., AZUQUECA DE HENARES,
GUADALAJARA, SPAIN

LICONSA S.A., AZUQUECA DE HENARES,
GUADALAJARA, SPAIN

LICONSA S.A., AZUQUECA DE HENARES,
GUADALAJARA, SPAIN
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

24 months

23 SEPTEMBER 2005



58 No. 28253

MRF 15 (MBR IS)

Registration number:

Nameofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/21.2/0570

ARROWMETFORMIN HCL 500 MG

TABLET

EACFfTABLET CONtAINS:
METFORMIN HYDROCHLORIDB

. :r !.

500,Omg

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

Applicant: ARROWPHARMA SOUTHAFRICA (PTY) LID

Manufacturer. . LABOUtOlRE ELAIAPHARM, CEDEX,FRANCE

Packer: LABORATOIRE ELAIAPHARM, CEDEX,FRANCE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

Laboratory:

Shelf-life:

Date ofregistration:

LABORATOIRE ELAIAPHARM, CEDEX, FRANCE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY, POTCHEFSTROOM
SEDEKAGRIKEM, KAMEELDRIFT, PRETORIA
ARROWPHARMA, WADEVILLE, RSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT. 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 59

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

37/21.2/0571

ARROW METFORMIN HCL 850 MG

TABLET

EACH TABLET CONTAINS:
METFORMIN HYDROCHLORIDE 850,0 mg

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

Applicant: ARROW PHARMA SOUTH AFRICA (pTY) LTD

Manufacturer: LABORATOIRE ELAIAPHARM, CEDEX, FRANCE

Packer: LABORATOIRE ELAIAPHARM, CEDEX, FRANCE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDAI;E, JOHANNESBURG

Laboratory: LABORATOIRE ELAlAPHARM, CEDEX, FRANCE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SEDEK AGRIKEM, KAMEEL DRIFT, PRETORIA
ARROW PHARMA, WADEVILLE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



60 No. 28253

MRFlS

GOVERNMENT GAZETTE. 9 DECEMBER 2005

Registration number: 37/20.1.1/0648

- .
Name ofmedicine: SAFELlNE - AMlKACIN SULPHATE 1 G

Dosage form: INJECTION

Active ingredients: EACH 4,0 m1 SOLUTION CONTAINS:
AMIKACIN SULPHATE 1 000,0 mg

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

Applicant: SAFELINE PHARMACEUTICALS (PTY) LID

Manufacturer. LISAPaARMA S.p.A., VIA LlCINIO, ERBA, ITALY

Packer: LISAPHARMA S.p.A., VIA LICINIO, ERBA, ITALY

Laboratory: LISAPHARMA S.p.A., VIA LIClNIO, ERBA, ITALY
ANALYTICON, KEMPTON PARK, RSA
SAFELiNE PHARMACEUTICALS, FLORIDA,RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005

»>:,-



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

37/21.5.110652

BECLATE 100 HFA

INHALER

NO.28253 81

Active ingredients: "EACH ACTUATION DELIVERS:
BECLOMETHASONE DIPROPIONATE 100,0 ug

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

.. MEDISPRAY LABORATORIES, KUND!AM, GOA,
INDIA

MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA

MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA
CIPLA.;MEDPRO, ROSENPARK, BELLVILLE, RSA

24 months

23 SEPTEMBER 2005



62 No.28253

MRF 15 (MBR IS)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/21.5.110653

BECLATE 200 HFA

INHALER

EACH ACIUATION DELIVERS:
BECLOMETHASONE DIPROPIONATE 200,0 ug

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

Applicant: CIPLA-MEDPRO (pTY) LID

Manufacturer: MBDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA

Packer: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA .

Laboratory: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA
CIPLA-MEDPRO, ROSENPARK, BELLvu,LE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



MRF 15(MBR 15)

Registration number:

Name ofmedicine:

Dosage fonn:

STAATSKOERANT, 9 DESEMBER 2005

.37/21.5.110654

BECLATE250HFA

INHALER

No. 28253 63

Active ingredients: EACH AClUATION DELIVERS:
BECLOMETHASONE DlPROPIONATE 250,0 ug

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

Applicant: CIPLA-MEDPRO (pTY) LTD

Manufacturer: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA

Packer: MEDISPRAYLABORATORIES, KUNDIAM, GOA,
INDIA

Laboratory: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA
ClPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



64 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

I

GOVERNMENT GAZETTE, 9 DECEMBER 2005

37/20.2.3/0667

MYRIN-P FORTE

TABLET

EACHTABtETCONTAINS:
PYRAZINAMIDE
ETHAMBUTOL HYDROCHLORIDE
RIFAMPICIN
ISONIAZID

400,Omg
275,0 mg
150,0 mg
75,Omg

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

Applicant: WYETH SOUTH AFRICA (PTY) LTD

Manufacturer: WYETH PAKISTAN, KARACHI, PAKISTAN

Packer: WYETH PAKISTAN, KARACHI, PAKISTAN
TECHNIKON LABORATORIES, FLORIDA,RSA

Laboratory: WYETH PAKISTAN, KARACHI, PAKISTAN
CONSULTING CHEMICALLABORATORIES, STAR
STREET,BOKSBURG,RSA
PHARMA-Q, INDUSTRIA, JOHANNESBURG
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
WYETH, VORNAVALLEY, MIDRAND, RSA

Shelf-life:

Date ofregistration:

24 months

23 SEPTEMBER 2005

28253-2



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (lMBR 15)

Registration number: 38/20.1.2/0003

Name ofmedicine: APEX-CLAVUTIN 625 MO TABLETS

Dosage form: TABLET

No.28253 65

Active ingredients: EACH TABLET CONTAINS:
AMOXYCILLIN TRlliYDRATE EQUNALENT TO
AMOXYCILLIN 500,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 125,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (pTY) LID

Manufacturer: MEDREICH STERILAB LID, VIRGONAGAR,
BANGALORE, INDIA

Packer: MEDREICH STERILAB LTD, VIRGONAGAR'
BANGALORE, INDIA

Laboratory: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

G05-112212-3 28253-3



66 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 38/5.10/0045

Name ofmedicine: <,. AUSTELL - ONDANSETRON 4 MG TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
ONDANSETRON HYDROCHLORIDE DIHYDRATE
EQUNALENT TO ONDANSETRON 4,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: lPeA LABOkATORIES LIMITES, DADRA AND
NAGARHAVELI, INDIA

Packer: !PCA LABORATORIES LIMITES, DADRA AND
NAGAR HAVELI, INDIA

Laboratory: IPeA LABORATORIES LIMlTES, DADRA AND
NAGAR HAVELI, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
lNSPECTORATE M&L, ORMONDE, JOHANNESBURG
lNSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 38/5.10/0046

Name ofmedicine: AUSTELL - ONDANSETRON 8 MG TABLETS

Dosage form: TABLET

No.28253 67

Active ingredients: EACH TABLET CONTAINS:
ONDANSETRON HYDROCHLORIDE DlliYDRATE
EQUIVALENT TO ONDANSETRON 8,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LID

Manufacturer: IPeA LABORATORIES LIM:ITES, DADRA AND
NAGAR HAVELI, INDIA

Packer: !PCA LABORATORIES LIM:ITES,DADRA AND
NAGAR HAVELI, INDIA

Laboratory: !peA LABORATORIES LIMITES, DADRA AND
NAGAR HAVELI, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



68 NO.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

38/1.2/0068

SERRAPRESS30

TABLET

Active ingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENI'TO
PAROXETINE 30,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

'.. f

"

PHARMA DYNAMICS (PTY) LTD

DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, HAFNARfJORDUR, ICELAND
DNPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
TECHNIKON LABORATORIES, FLORIDA, RSA
PHARMACEUTICAL ENTERPRISES, N'DABENI, KZN

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

36 months

23 SEPTEMBER 2005

.... -., ~. "



STAATSKOE RANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 38/1.2/0069

Name ofmedicine: SERRAPRESS 20

Dosage form: TABLET

No. 28253 69

Active ingredients: EACH TABLET CONTAINS:
PAROXETlNE HYDROCHLORIDE EQUNALENT TO
PAROXETlNE 20,0 mg

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

Applicant: PHARMA DYNAMICS (pTY) LTD

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
TECHNIKON LABORATORIES, FLORIDA, RSA
PHARMACEUTICAL ENTERPRISES, N'DABENI, KZN

Laboratory: DELTA LTD, HAFNARFJORDUR, ICELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
PHARMA DYNAMICS, WESTLAKE, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



70 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 38/1.2/0072

Name ofmedicine:PHARMA DYNAMICS PAROXETINE 20

Dosagefonn: TABLE!

Activeingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIValENT TO
PAROXETINE 20,0 mg

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

Applicant: PHARMADYNAMICS (pTY) LTO

Manufacturer: DELTA LTD,HAFNARFJORDUR, ICELAND

Packer:

Laboratory:

Shelf-life:

.'. I -. ~ 'DELTA LTD, HAFNARFJORDUR, ICELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
TECHNIKON LABORATORIES, FLORIDA, RSA
PHARMACEUTICAL ENTERPRISES, N'DABENI, KZN

DELTALTD,HAFNARFJORDUR, ICELAND
CONSULTlNG CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
PHARMADYNAMICS, WESTLAKE, RSA

36 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 38/1.2/0074

Name ofmedicine: PHARMA DYNAMICS PAROXETINE 30

Dosage form: TABLET

No.28253 71

Active ingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENT TO
PAROXETINE 30,0 mg

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

Applicant: PHARMA DYNAMICS (PTY) LTD

Manufacturer: DELTALTD, HAFNARFJORDUR, ICELAND

Packer: DELTA LTD, HAFNARFIORDUR, ICELAND
DNPH.AAM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
TECHNIKON LABORATORIES, FLORIDA, RSA
PHARMACEUTICAL ENTERPRISES, N'DABENI, KZN

Laboratory: DELTA LTD, HAFNARFJORDUR, ICELAND
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA
PHARMA DYNAMICS, WESTLAKE, RSA

Shelf-life: 36 months

Date of registration: 23 SEPTEMBER 2005



72 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: 38/21.110084

Name ofmedicine: LEVEMIR

Dosage form: INJECTION

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS:
INSULIN DETEMIR 100,0 units

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

Applicant: NOVO NORDISK (PT¥) LTD

Manufacturer: NOVO NORDISK, BAGSVAERD, DENMARK

Packer: NOVO NORDISK, BAGSVAERD, DENMARK
NOVO NORDISK, KALUNDBORG, DENMARK
NOVO NORDISK, HILLEROD, DENMARK

Laboratory: NOVO NORDISK, BAGSVAERD, DENMARK
NOVO NORDISK, GENTOFTE, DENMARK
NOVO NORDISK, SOEBORG, DENMARK
NOVO NORDISK, FREDERIKSBERG, DENMARK
NOVO NORDISK, SANDTON, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

STAATSKOERANT, 9 DESEMBER 2005

38/5.7.110087

CLARINESE SYRUP

SYRUP

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

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

PHARMACARE LIMITED

No.28253 73

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

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

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

PHARMACARE LTD, KORSTEN, PORT ELIZABETH
SAD SELF MEDICATION, WILSONIA, EAST
LONDON
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF. PRETORIA
RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, UNNERSITY, POTCHEFSTROOM

24 months

23 SEPTEMBER 2005
I



74 No. 28253

MRF 15(MBR 15)

Registration number:

Nameof medicine:

Dosageform:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

38/7.5/0123

ASPENPRAVASTATIN 10 MG

TABLET

Activeingredients: EACHTABLET CONTAINS:
PRAVASTATIN SODIUM 10,Omg

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

Applicant: PHARMACARE LIMITED

Manufacturer: GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Packer: GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Laboratory:

Shelf-life:

Date ofregistration:

GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR PHARMACElITICAL
SERVICES, UNIVERSITY, POTCHEFSTROOM

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registrationnumber: 38/20.1.1/0127

Name of medicine: CEFASYN-500

Dosage form: TAaLET

Active ingredients: EACH TABLETCONTAINS:
CEFUROXIME AXETILEQUIVALENTTO
CEFUROXIME 500,0 MO

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

Applicant: CIPLA-MEDPRO(pTY) LTD

Manufacturer: OKASA PHARMA PVT. LTD, SATARA, INDIA

No.28253 75

Packer: OKASA PHARMA PVT. LTD, SATARA,INDIA

Laboratory: OKASA PHARMA PVT. LID, SATARA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE,RSA

Shelf-life: 18months

Date of registration: 8 APRIL 2005



76 No.28253
~. -z--,s-

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005
ifS" ."

Registration number:

Name ofmedicine:

Dosage form:

38/20.1.1/0133

CEFASYN~250

TABLET

. . f.

Active ingredients: EACH TABLET CONTAINS:
CEFUROXIME AXETIL EQUNALENT TO
CEFUROXIME 250,0 MO

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: OKASA PHARMA PVT. LTD, SATARA, INDIA

Packer: OKASA PHARMA PVT. LTD, SATARA, INDIA

Laboratory: OKASA PHARMA PVT. LTD, SATARA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE,RSA

Shelf-life: 18 months

Date ofregistration: 8 APRIL 2005



STAATSKOERANT, 9 DESEMBER 2005 No. 28253 77
m-TaCSt t W"@

MRF 15 (MBR 15)

Registration number: 38/7.5/0139

Name ofmedicine: ASPEN PRAVASTATIN 20 MG

Dosage form: TABLET
,

Active ingredients: EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

PHARMACARE LIMITED

GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

.
GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, UNIVERSITY, POTCHEFSTROOM

24 months

23 SEPTEMBER 2005



78 No. 28253

MRF 15(MBR 15)

Registration number:

Name of medicine:

Dosageform:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

3817.5/0140

ASPENPRAVASTATIN 40 MG

TABLET

Active ingredients: EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 40,Omg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Dateof registration:

PHARMACARE LIMITED

GENPHARM Inc,ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD,KORSTEN, PORT ELIZABETH

GENPHARM Inc, ONTARIO, CANADA
PHARMACARE LTD,KORSTEN, PORT ELIZABETH
SOUTHAFRICAN BUREAUOF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, UNNERSITY, POTCHEFSTROOM

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 38/30.1/0182

Name ofmedicine: MENOMUNE

Dosage form: INJECTION

No" 28253 79

Active ingredients: EACH 0,5 ml DOSE CONTAINS:
NEISSERIA MENINGITIDES GROUP A 50,0 ug
NEISSERIA"MENINGITIDES GROUP C 50,0 ug
NEISSERIA MENINGITIDES GROUP Y 50,0 ug
NEISSERIA MENINGITIDES GROUP W-135 50,0 ug

Applicant: AVENTIS PHARMA (pTY) LTD

Manufacturer: AVENTIS PASTEl-TR, SWIFTWATER, PA, USA

Packer: AVENTIS'PASTEUR, SWIFTWATER, PA, USA

Laboratory: AVENTIS PASTEUR, SWIFTWATER, PA, USA
AVENTIS PHARMA, WALTLOO, PRETORIA, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005



80 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

38/21.5.1/0186

BECLATE50HFA

INHALER

EACH ACTUATIONDELNERS:
BECLOMETHASONE DIPROPIONATE 50,0 ug

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA

Packer: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA

Laboratory: MEDISPRAY LABORATORIES, KUNDIAM, GOA,
INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 81

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

38/21.8.2/0248

ADCO-FEM35

TABLET

EACH TABLET CONTAINS:
CYPROTERONE ACETATE
ET~LOESTRADIOL

2,Omg
0,035 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: DOUGLAS MANUFACTURING LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

Packer: DOUGLAS MANUFACTURING LTD, LINCOLN,
AUCKLAND, NEW ZEALAND
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

Laboratory: DOUGLAS MANUFACTURING LTD, LINCOLN,
AUCKLAND, NEW ZEALAND

" ADCOCKINGRAMHEALTHCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



82 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

38/34/0263

PEG-INTRON 80 MICROGRAM

INJECTION

Active ingredients: EACH VIAL CONTAINS:
PEGINTERFERON ALFA-2b 80,Omcg

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

Applicant: SCHERING-PLOUGH (pTY) LID

Manufacturer: SCHERING-PLOUGH (BRINNY), COUNTY CORK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbH,
LANGENARGEN,GERMANY

Packer: SCHERING-PLOUGH (BRINNY), COUNTY CORK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbN,
LANGENARGEN, GERMANY
SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG,
BELGIUM
SCHERING-PLOUGH LTD, EDMUNDS, SUFFOLK,
U.K.
SCHERING-PLOUGH, ISANDO, RSA

Laboratory: SCHERING-PLOUGH (BRINNY), COUNTY CORK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbH,
LANGENARGEN, GERMANY
SCHERING-PLOUGH, ISANDO, RSA

Shelf-life: 18 months

Date ofregistration:

".

23 SEPTEMBER 2005

/'

\

\



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 38/20.1.2/0266

Name ofmedicine: APEX-CLAVUTIN 375 MG TABLETS

Dosage form: TABLET

No. 28253 83

Active ingredients: EACH TABLET CONTAINS:
AMOXYCILLIN TRll:IYDRATE EQUIVALENT TO
AMOXYCILLIN 250,0 mg
POTASSIUM CLAVULANATE EQUNALENT TO
CLAVULANIC ACID 125,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

Packer: MEDREICH STERILAB LTD, VlRGONAGAR,
BANGALORE, INDIA

Laboratory: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF,PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, SAXONWOLD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



84 NO.28253

MRF 15 (MBR 15)

Registrationnumber:

Nameofmedicine:

Dosage fOID1:

Active ingredients:

GOVERNMENT GAZETTE:, 9 Dl:CEMBEFf2005

38/7.110271

ISTIN 5 MO

TABLET

EACH TABLETCONTAINS:
AMLODIPINE BESYLATEEQUIVALENT TO
AMLODIPINE 5,0 mg

Conditions ofregistration:

Applicant:

Manufacturer:
. ,

Packer:

Laboratory:

Shelf-life:

Dateof registration:

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

PFIZER LABORATORIES (PTY) LTD

PFIZER LABORATORIES, PIETERMARITZBURG,
RSA
WARNER-LAMBERT, RETREAT, RSA

PFIZER LABORATORIES, PIBTERMARITZBURG,
RSA
WARNER-LAMBERT, RETREAT, RSA

PFIZER LABORATORIES, PIETERMARITZBURO,
RSA
WARNER-LAMBERT, RETREAT,RSA

48 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: 3817.110272

Name ofmedicine: ISTlN 10 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
AMLODIPINE BESYLATE EQUIVALENT TO
AMLODIPINE 10,0 mg

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

Applicant: PFIZER LABORATORIES (PTY) LTD

No. 28253 85

Manufacturer: PFIZER LABORATORIES, PIETERMARITZBURG,
RSA
WARNER-LAMBERT, RETREAT, RSA

Packer: PFIZER LABORATORIES, PIETERMARITZBURG,
RSA
WARNER-LAMBERT, RETREAT, RSA

Laboratory: PFIZER LABORATORIES, PlETERMARITZBURG,
RSA
WARNER-LAMBERT, RETREAT, RSA

Shelf-life: 48 months

Date ofregistration: 23 SEPTEMBER 2005



88 No. 28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

38/34/0329

PEG-INTRON 120 MICROGRAM

INJECTION

Active ingredients: EACH VIAL CONTAINS:
PEGINTERFERON ALFA-2b 120,0 mcg

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

Applicant: SCHERING-PLOUGH (pTY) LTD

Manufacturer: SCHERlNG-PLOUGH (BRINNY), COUNTY CORK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbH,
LANGENARGEN, GERMANY

Packer: SCHERlNG-PLOUGH (BRINNY), C01JNTY CORK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbH,
LANGENARGEN, GERMANY
SCHERING-PLOUGH LABO, HEIST-OP-DEN-BERG,
BELGIUM
SCHERING-PLOUGH LTD, EDMUNDS, SUFFOLK,
D.K.
SCHERlNG-PLOUGH, ISANDO, RSA

Laboratory: SCHERING-PLOUGH (BRINNY), COUNTY CbRK,
IRELAND
VETTER PHARMA-FERTIGUNGGmbH,
LANGENARGEN, GERMANY
SCHERlNG-PLOUGH, ISANDO, RSA

Shelf-life: 18 months

Date ofregistration: ~3 SEPTEl\1BER2005



STAATSKOERANT, 9 DESEMI3ER 2005

MRF 15 (MBR 15)

Registration number: A38/1.2/0403

. Name ofmedicine: PROLAX TABLETS

Dosage form: TABLET

No.28253 87

Active ingredients: EACH TABLET CONTAINS:
FLUOXETINE HYDROCHLORIDE EQUNALENT TO
FLUOXETINE 20,0 mg

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

Applicant: GENERIX INTERNATIONAL S.A. (pTY) LTD

Manufacturer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

Packer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

Laboratory: ' SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA
GENERIX INTERNATIONAL, INDUSTRIA,
CAPE TOWN, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



88 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/1.2/0413

Name ofmedicine: PROLAX CAPSULES

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUOXETlNE HYDROCHLORIDE EQUNALENT TO
FLUOXETINE 20,0 mg

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

Applicant: GENERIX INTERNATIONAL S.A. (PTY) LTD

Manufacturer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

Packer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

I

~

Laboratory:

Shelf-life:

Date of registration:

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA
GENERIX INTERNATIONAL, INDUSTRIA,
CAPE TOWN, RSA

36 months

23 SEPTEMBER 2005 \



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 89

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/8.2/0422

CIPLA-WARFARIN 5 MG

TABLET

EACH TABLETCONTAINS:
WARFARIN SODIUM

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

Applicant: CIPLA-MEDPRO (PTY) LID

Manufacturer: CIPLA LTD,'PATALGANGA,MAHARASHTRA, INDIA

Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

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

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

/.



90 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number; A38/20. 1.1/0448

Name ofmedicine: APEX CIPROFLOXACIN 250 MG TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 250,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PT¥) LID

Manufacturer: INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA

Packer: INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA

Laboratory:

Shelf-life:

Date ofregistration:

INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 91

Registration number:

Name ofmedicine:

A38/20.1.1/0449

APEX CIPROFLOXACIN 500 MG TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 500,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA

Packer: INTAS PHARMACEUTICALS,MATODA, GUJARAT,
INDIA

Laboratory: INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005



92 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/20.l.1/0450

Name ofmedicine: APEX CIPROFLOXAClN 750 MG TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXAClN HYDROCHLORIDE EQUNALENT
TO CIPROFLOXAClN 750,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (pTY) LTD

Manufacturer: INTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA

Packer: INTAS PHARMACEUTICALS,MATODA, GUJARAT,
INDIA

Laboratory: lNTAS PHARMACEUTICALS, MATODA, GUJARAT,
INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF,PRETORIA, RSA
lNSPECTORATE M&L, ORMONDE, JOHANNESBURG
lNSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/20.1.1/0467

Name ofmedicine: RES:MED CEFUROXIME 750 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFUROXIME SODIUM EQUNALENT TO
CEFUROXIME 750,0 mg

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

Applicant:RES:MED HEALTHCARE

No.28253 93

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

ASTRAL PHARMACEUTICAL INDUSTRIES,
GUJARAT, INDIA

-
ASTRAL PHARMACEUTICAL INDUSTRIES,
GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIELD PARK,
DURBAN,RSA

36 months

23 SEPTEMBER 2005



94 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/13.4.l/0473

Name ofmedicine: LOCATOP

Dosage form: CREAM

Active ingredients: EACH 100,0 g CREAM CONTAINS:
DESONIDE 100,0 mg

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

Applicant: PHARMACO DISTRIBUTION (pTY) LTD

Manufacturer: PffiRRE FABRE MEDICAMENT PRODUCTION
PROGIPHARM, GffiN, FRANCE

Packer: PffiRRE FABRE MEDICAMENT PRODUCTION
PROGIPHARM, GIEN, FRANCE
PHARMA-Q, INDUSTRIA WEST, RSA
ROCHE PRODUCTS, ISANDO, RSA

Laboratory: PIERRE FABRE MEDICAMENT PRODUCTION
PROGIPHARM, GffiN, FRANCE
PHARMA-Q, INDUSTRIA WEST, RSA
ROCHE PRODUCTS, ISANDO, RSA
PHARMACO DISTRIBUTION, SANDTON, RSA

Shelf-life: 24 months

.Dateofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/1.2/0474

Name ofmedicine: APEX - PAROXETINE 20 MG TABLETS

Dosage form: TABLET

No.28253 95

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

Conditions ofregistration: It 2t 3t4, 5, 6, 7

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: FARMACEUTISCH ANALYTISCH LABORATORIUM
RV. t DUIVEN, THE NETHERLANDS

Packer: FARMACEUTISCH ANALYTISCH LABORATORIUM
B.V.t DUNENt THE NETHERLANDS

Laboratory: FARMACEUTISCH ANALYTISCH LABORATORIDM
RV., DUNEN, THE NETHERLANDS
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
INSPECTORATE M&L, ORMONDE,
JO~SBlijtG,RSA

CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



96 No.28253

MRF15

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A3817.3/0480

Name ofmedicine: IMITREX 50

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
SUMATRIPTAN SUCCINATE EQUIVALENT TO
SUMATRIPTAN 50,0 mg

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

Applicant: GLAXOSMI'IHKl:INE SOUTH AFRICA (PT¥) LTD

Manufacturer: GLAXO OPERATIONS U.K., WARE,
HERTFORDSHIRE, U.K.

Packer: GLAXO OPERATIONS U.K., WARE,
HERTFORDSHIRE, U.K.
GLAXOSMITHKLlNE, EPPlNG, CAPE TOWN

Laboratory: GLAXO OPERATIONS U.K., WARE,
HERTFORDSHIRE, V.K.
GLAXOSMITHKLINE, EPPING, CAPE TOWN

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005

, t

28253-3



STAATSKOERANT, 9 DESEMBER 2005

MRF 15

Registration number: A38n.3/0481

Name ofmedicine: IMITREX 100

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
SUMATRlPTAN SUCCINATE EQUNALENT TO
SUMATRIPTAN 100,0 mg

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

Applicant: GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD

Manufacturer: GLAXO OPERATIONS ux, WARE,
HERTFORDSHIRE, V.K.

Packer: GLAXO OPERATIONS U.K., WARE,
HERTFORDSHIRE, V.K.
GLAXOSMITHKLINE, EPPING, CAPE TOWN

Laboratory: GLAXO OPERATIONS U.K., WARE,
HERTFORDSHIRE, V.K.
GLAXOSMITHKLINE, EPPING, CAPE TOWN

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

No.28253 97

G05-112212-4 28253-4



98 NO.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/5.2/050l

Name ofmedicine: TENOPRESS 25 MG TABLBTS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
ATENOLOL 25,Omg

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

Applicant: AUSTELL LABORATORIES (pTY) LTD

..
Manufacturer: IPCA LABORATORIES LTD, DADRA &

NAGAR HAVELI, INDIA

~1 ."

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

IPeA LABORATORIES LTD, DADRA &
NAGAR HAVELI, INDIA

IPCA LABORATORIES LTD, DADRA &
NAGAR HAVELI,INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

24 months

23 SEPTEMBER 2005

,'~ "



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 99

Registration number:

Nameofmedicine:

Dosagefonn:

Activeingredients:

A38/5.2/0502

TENOPRESS 50 MO TABLETS

TABLET

EACHTABLET CONTAINS:
ATENOLOL 50,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

AUSTELL LABORATORIES (pTY) LTD

!PCA LABORATORIES LTD, DADRA&
NAGARHAVELI, INDIA

IPCA LABORATORIES LTD,DADRA &
NAGARHAVELI, INDIA

IPCALABORATORIES LTD,DADRA&
NAGARHAVELI, INDIA
SOUTH AFRICAN BUREAUOF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG,RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

24 months

23 SEPTEMBER 2005



100 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/5.2/0503

Name ofmedicine: TENOPRESS 100 MG TABLETS

Dosage form: TABLET

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

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

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

Packer. IPeA LABORATORIES LID, DADRA &
NAGAR RAVELl, INDIA

Laboratory: IPCA LABORATORIES LTD, DADRA & ".'
NAGAR HAVELI, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG,RSA

, . f
r

' , INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBLmG,RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

A38/21.2/0504

AUSTELL-METFORMIN 500 MG TABLETS,

TABLET

No.28253 101

Active ingredients: EACH TABLET CONTAINS:
METFORMIN HYDROCHLORIDE 500,Omg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: IPCA LABORATO'RIES LID, DADRA &
NAGAR HAVELI, INDIA

Packer: IPeA LABORATORIES LTD, DADRA &
NAGAR RAVELI, INDIA

Laboratory: IPCA LABORATORIES LID, DADRA &
NAGAR HAVELl, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF,PRETORIA,RSA
INSPECTORATE M&L, ORMONDE,
JO~SBURG,RSA

INSTITUTE FOR PHARMACEtITICAL SERVICES,
BARDENE,BOKSBURG,RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005



102 No.28253

MRF 15 (MBR 15)

Registrationnumber:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/21.2/0505

AUSTELL-METFORMlN 850 MO TABLETS

TABLET

EACH TABLET CONTAINS:
METFORMINHYDROCHLORIDE 850,0 mg

Conditionsofregistration:

Applicant:

Manufacturer:

Packer:

Laboratory:

. ...-.;.' .. -.

Shelf-life:

Date ofregistration:

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

AUSTELL LABORATORIES (PrY) LTD

!PCA LABORATORIES LTD, DADRA &
NAOAR HAVELI, INDIA

!peA LABORATORIES LID, DADRA &
NAGAR HAVELI, INDIA

IPeA LABORATORIES LTD, DADRA &
NAOAR HAVELI, INDIA
SOUTH AFRICANBUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA

.. INSTITUTEFOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
AUSTELL LABORATORIES, ROSEBANK, RSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 103

/

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/26/0532

KEMOCARB 150

INJECTION

EACHVIALCONTAlNS:
CARBOPLATIN 150,Omg

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

Applicant: ClPLA-MEDPRO (pTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

Packer: CIPLA LID, KURKUMBH,MAHARASHTRA, INDIA

Laboratory: CIPLA LID, KURKUMBH, MAHARASHTRA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA

Shelf-life: 18 months

Date of registration: 23 SEPTEMBER 2005



104 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/26/0533

KEMOCARB 450

INJECTION

Active ingredients: EACH VIAL CONTAINS:
CARBOPLATIN 450,Omg

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

Applicant: CIPLA-MEDPRO (pTY) LTD

Manufacturer: CIPLA LTD, Kl.JRKUMBH, MAHARASHTRA, INDIA

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

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

Shelf-life: 18 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/2.7/0561

Name ofmedicine:PERFALGAN 1 G

Dosage form: SOLUTION

Active ingredients: EACH 100,0 ml VIAL CONTAINS:
PARACETAMOL 1,0 g

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD

No. 28253 105

Manufacturer: LABORATORIES RENAUDIN, ITXASSOU, FRANCE
BRISTOL-MYERS SQUIBB, ANAGNI, ITALY

Packer: LABORATORIES RENAUDIN, ITXASSOU, FRANCE
BRISTOL-MYERS SQUIBB, ANAGNI, ITALY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory: BRISTOL-MYERS SQUIBB, ANAGNI, ITALY
BRISTOL-MYERS SQUIBB, AGEN, FRANCE
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



106 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/21.8.2/0563

Name ofmedicine: ESTALIS 25/125

Dosage form: TRANSDERMAL PATCH

Active ingredients: EACHPATCHCONTAINS:
ESTRADIOL HEMIHYDRATE EQlITVALENT TO
ESTRADIOL 0,256mg
NORETHISTERONE ACETATE 2,40 mg

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LID

Manufacturer: NOVENPHARMACElITICALS, MIAMI,FLORIDA,
USA

Packer: NOVENPHARMACEUTICALS, MIAMI, FLORIDA,
USA
NOVARTIS, SPARTAN, KEMPTONPARK, RSA

Laboratory: NOVENPHARMACEUTICALS, MIAMI,FLORIDA,
USA
NOVARTIS PHARMA SAS, HUNINGUE, FRANCE
NOVARTIS PHARMA, STEIN, SWITZERLAND
NORTHVIEW LABORATORIES, NORTHBROOK,
ILLINOIS, USA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
NOVARTIS, SPARTAN, KEMPTON PARK, RSA

Shelf-life: 21 months

Dateofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/20.1.1/0580

Name ofmedicine: RES-CEFOTAX 500 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME 500.0 mg

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

Applicant: RESMED HEALTHCARE

Manufacturer: . ASTRAL PHARMACEUTICAL INDUSTRIES.
VADODARA, GUJARAT, INDIA

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES.
VADODARA. GUJARAT, INDIA

No. 28253 107

Laboratory: ASTRAL PHARMACEUTICAL INDUSTRIES.
VADODARA. GUJARAT. INDIA
RESMED HEALTHCARE. SPRINGFIELD PARK.
DURBAN. RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



108 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/20.1.1/0581

, . RES-CEFOTAX 1000 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFOTAX~SOD~EQurvALENTTO

CEFOTAXIME 1000,0 mg

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

Applicant: RESMED HEALTHCARE

Manufacturer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA .

Laboratory: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIELD PARK,
DURBAN, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/20. 1.1/0582

Name ofmedicine: REZONE 250 INJECTION

Dosage form: INJECTION

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

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

No.28253 109

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

'~ ,-

RESMED HEALTHCARE

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL-PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIEW~DURBAN,
RSA

36 months

23 SEPTEMBER 2005



110 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/20.1.1/0583

Name ofmedicine: REZONE 500 INJECTION

Dosage form: INJECTION

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

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

Applicant: RESMED HEALTHCARE

Manufacturer: ASTRALPHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

Laboratory: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIELD, DURBAN,
RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 111

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38121.2/0590

DIAFORMIN 500 MG TABLETS

TABLET

EACH TABLET CONTAINS:
METFORMIN HYDROCHLORIDE 500,Omg

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

Applicant: CAMOX PHARMACEUTICALS (pTY) LTD

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

Packer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

Laboratory: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROE~OOF,PRETORIA,RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



112 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage fonn:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/21.2/0591

DIAFORMIN FORTE 850 MG TABLETS

TABLET

Activeingredients: EACHTABLET CONTAINS:
METFORMIN HYDROCHLORIDE

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

850,0mg

Applicant:

Manufacturer:

Packer:

Laboratory:

CAMOX PHARMACEUTICALS (PTY) LTD

MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

MEDREICH STERILAB LTD,VIRGONAGAR,
BANGALORE, INDIA

MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA
SQUTHAFRICAN BUREAU OF STANDARDS,
GROE~OOF,PRETORlA,RSA

INSTITUTE FORPHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
INSPECTORATE M&L,ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, CROWNMINES,RSA

Shelf-life:

Date ofregistration:

24 months

23 SEPTEMBER 2005

I I

, I
I " '

I .



MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

STAATSKOERANT, 9 DESEMBER 2005

A38/26/0593

ENDOXAN 50 MG TABLETS

TABLET

No. 28253 113

Active ingredients: EACH TABLET CONTAINS:
CYCLOPHOSPHAMIDE MONOHYDRATE
EQUNALENT TO CYCLOPHOSPHAMIDE 50,0 mg

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

Applicant: AVENTIS PHARMA (PTY) LTD

Manufacturer: ALMIRALL PRODESFARMA, BARCELONA, SPAIN

Packer: ALMIRALL PRODESFARMA, BARCELONA, SPAIN
AVENTIS PHARMA, WALTLOO, PRETORIA, RSA

Laboratory: ALMIRALL PRODESFARMA, BARCELONA, SPAIN
AVENTIS PHARMA, WALTLOO, PRETORIA, RSA
BAXTER ONCOLOGY GmbH, HALLE, GERMANY
AVENTIS PHARMA, MIDRAND, RSA

Shelf-life: 36 months

Date ofregistration: I·· 23 S:SPTEMBER 2005



114 No. 28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/20.1.1I0606

Name ofmedicine: CEFOTAXIIvtE-COMBINOPHARM 1 G

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME 1.0 g

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

Applicant: PHARMAPLAN (pTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

REIG JOFRE S.A., BESOS, SPAIN

REIG JOFRE S.A., BESOS, SPAIN

REIG JOFRE S.A., BESOS, SPAIN
COMBINO PHARM S.L., BARCELONA, SPAIN
CONSULTING CHEMICAL LABORATORIES.
STAR STREET. BOKSBURG, RSA
PHARMAPLAN, MIDRAND, RSA

24 months

23 SEPTEMBER 2005

/
/



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/20.1.1/0607

Name ofmedicine: CEFOTAXIME-COMBINOPHARM 500 MG

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFOTAXIME SODIUM EQUlVALENT TO
CEFOTAXIME 500,0 mg

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

Applicant: PHARMAPLAN (PTY) LTD

Manufacturer: REIG JOFRE S.A., BESOS, SPAIN

Packer: REIG JOFRE S.A., BESOS, SPAIN

Laboratory: REIG JOFRE S.A., BESOS, SPAIN
COMBIN"O PHARM S.L., BARCELONA, SPAIN
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
PHARMAPLAN, MIDRAND, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

No.26253 115



116 NO.28253
m

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/5.7.2/0625

Nameofmedicine: EMEND COMBI PACK

Dosage form: CAPSULE

Active ingredients: EACHPACKCONTAINS:
1 x OPAQUE CAPSULE CONTAINING:
APREPITANT 125,0 mg
2 x WHITE CAPSULES CONfAINING:
APREPITANT 80,0 mg

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

Applicant: MSD (pTY) LTD

Manufacturer: MERCK& CO, SUMNEYTOWN PIKE, WESTPOINT,
PA.USA

Packer: MERCKSHARP & DOHME, HAARLEM,
THE NETHERLANDS
PCIICARDINAL HEALTH, CORBY, NORTHANTS. UK
MSD, HALFWAY HOUSE,RSA

Laboratory: MERCK& CO, SUMNEYTOWN PIKE, WESTPOINT,
PA.USA
MERCKSHARP & DOHME, HAARLEM, J

THENETHERLANDS
MERCKSHARP& DOHME, CRAMLINGTON,
NORTHUMBERLAND, UK
MSD.HALFWAY HOUSE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 117

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/5.7.2/0626

EMEND 80

CAPSULE

EACH CAPSULE CONTAINS:
APREPITANT 80,0 mg

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

Applicant: MSD (PTY) LTD

Manufacturer: MERCK & CO, SUMNEYTOWN PIKE, WEST POINT,
PA.USA

Packer: MERCK SHARP & DOHME, HAARLEM,
THE NETHERLANDS
PCI/CARDINAL HEALTH, CORBY, NORTHANTS, UK
MSD, HALFWAY HOUSE, RSA

Laboratory: MERCK & CO, SUMNEYTOWN PIKE, WEST POINT,
PA.USA
MERCK SHARP & DOHME, HAARLEM,
THE NETHERLANDS
MERCK SHARP & DOHME, CRAMLINGTON,
NORTHUMBERLAND, UK
MSD, HALFWAY HOUSE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



118 No.28253 GOVERNMENT GAZETTE, 9 DECEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/5.7.2/0627

Name ofmedicine: EMEND 125

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
APREPITANT 125,0 mg

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

Applicant: MSD (pTY) LTD

Manufacturer: MERCK &CO, SUMNEYTOWN PIKE, WEST POINT,
PA.USA

" .......,.. 1

Laboratory:

Packer: MERCK SHARP & DOHME, HAARLEM,
THE NEtHERLANDS
PCI/CARDINAL HEALTH, CORBY, NORTHANTS, UK
MSD, HALFWAY HOUSE, RSA

MERCK & CO, SUMNEYTOWN PIKE, WEST POINT,
PA.USA
MERCK SHARP & DOHME, HAARLEM,
THE NETHERLANDS
MERCK SHARP & DOHME, CRAMLINGTON,
NORTHUMBERLAND,UK
MSD, HALFWAY HOUSE, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005 '



STAATSKOERANT, 9 DESEMBER 2005

MRF IS (MBR IS)

Registration number: A38/20.1.1I0633

Name ofmedicine: RESMED CEFUROXIME 250 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFUROXIME SODIUM EQUIVALENT TO
CEFUROXIME 250,0 mg

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

Applicant: RESMED HEALTHCARE

No.28253 119

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA
RESMED HEALTHCARE, SPRlNGFIELD PARK,
DURBAN,RSA

36 months

23 SEPTEMBER 2005



120 No.28253

MRF 15 (MBR 15)

Registration number:

Nameofmedicine:

Dosageform:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/20.1.1/0665

CLARIDE250

TABLET

Activeingredients: EACH TABLET CONTAINS:
CLARITHROMYCIN 250,Omg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

PHARMACARE LIMITED

GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA
PHARMACARE LTD, KORTSEN, PORT ELIZABETH

GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA
PHARMACARE LTD,KORTSEN, PORT ELIZABETH

GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA
PHARMACARE LTD, KORTSEN, PORT ELIZAfBETH

!

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 121

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/20.1.1/0666

CLARIDE 500

TABLET

EACH TABLET CONTAINS:
CLARITHROMYCIN SOO,Gmg

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

Applicant: PHARMACARE LIMITED

Manufacturer: GENPHARM PHARMACEUTICALS ETOBICOKE,
ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Packer: GENPHARM PHARMACEUTICALS ETOBICOKB,
ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Laboratory: GENPHARM PHARMACEUTICALS ETOBICOKE,
ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



122 No. 28253

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/34/0669

STROMOS I G

GRANULES

Active ingredients: EACH SACHET CONTAINS:
STRONTIUM RANELATE 1,0 g

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

Applicant: BIOGARAN SOUTH AFRICA (PTY) LTD

Manufacturer: LES LABORATOIRES SERVIER lNDUSTRIE, GIDY,
FRANCE
E. PHARMA, GANNAT, FRANCE

Packer: LES LABORATOIRES SERVlERINDUSTRIE, GIDY,
FRANCE
E. PHARMA, BESSAY, FRANCE
TECHNIKON LABORATORmS, ROBERTVILLE,
FLORIDA, RSA

Laboratory: LES LABORATOIRES SERVlER INDUSTRlE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
BIOGARAN,RIVON[A,RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 123

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/34/0670

STROMOS2G

GRANULES

EACH SACHET CONTAINS:
STRONTIUM RANELATE 2)0 g

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

Applicant: BIOGARAN SOUTH AFRICA (PTY) LTD

Manufacturer: LES LABORATOIRES SERVIERINDUSTRIE, GIDY,
FRANCE
E. PHARMA, GANNAT, FRANCE

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

. LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
E. PHARMA, BESSAY, FRANCE
TECHNIKON LABORATORIES) ROBERTVILLE,
FLORIDA, RSA

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
BIOGARAN, RIVONIA, RSA

36 months

23 SEPTEMBER 2005



124 No. 28253 GOVERNMENT GAZETTE, 9 DECEMBER 2005

MRF 15 (MBR 15) ,,' .'

Registration number: A38/34/0671

Nameof medicine: PAROSTAN 1 G

Dosage form: GRANULES

Activeingredients: EACHSACHET CONTAINS:
STRONTIUM RANELATE 1,0g

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

Applicant: EGISPHARMACEUTICALS S.A. (PTY) LID

Manufacturer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
E. PHARMA, GANNAT, FRANCE

Packer: LES LABORATOIRES SERVIER JNI)USTRIE, GIDY,
FRANCE
E. PHARMA, BESSAY, FRANCE
TECHNIKON LABORATORIES, ROBERTVILLE,
FLORIDA, RSA

Laboratory: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
EGIS PHARMACEUTICALS,RNONIA, RSA

Shelf-life: 36 months

Dateofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 125

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/34/0672

PAROSTAN2G

GRANULES

EACH SACHET CONTAINS:
STRONTIUMRANELATE 2,0 g

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

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

Manufacturer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
E.PH~A,G~AT,F~CE

Packer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
F~CE

E.P~,BESSAY,~CE

TECHNIKON LABORATORIES, ROBERTVILLE,
FLORIDA,RSA

Laboratory: LES LABORATOIRESSERVIER INDUSTRIE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE,JOH~SBURG
EGIS PHARMACEUTICALS,RNONIA, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



126 No.28253

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A38/34/0673

PROTOSIG

GRANULES

EACH SACHET CONTAINS:
STRONTIUM RANELATE

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

Applicant: SERVlER LABORATORIES SOUTH AFRICA (PTY) LID

Manufacturer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
E. PHARMA. GANNAT, FRANCE

Packer: LES LABORATOIRES SERVIER lNDUSTRlE, GIDY,
FRANCE
E. PHARMA,BESSAY, FRANCE
TECHNIKON LABORATORIES, ROBERTVILLE,
FLORIDA,RSA

Laboratory: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
SERVIER LABORATORIES, RIVONIA, RSA

Shelf-life: 36 months

Date of registration: 23 SEPTEMBER 2005

" .



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

NO.28253 127

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A38/34/0674

PROTOS2G

GRANULES

EACH SACHET CONTAINS:
STRONTIUM RANELATE 2,0 g . . l', .

J

t

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

Applicant: SERVIER LABORATORIES soum AFRICA (PTY) LTD

Manufacturer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
E. PHARMA, GANNAT, FRANCE

Packer: LES LABORATOIRES SERVIERINDUSTRIE, GIDY,
FRANCE
E. PHARMA, BESSAY, FRANCE
TECHNIKON LABORATORIES, ROBERTVILLE,
FLORIDA,RSA

Laboratory: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
SERVIER LABORATORIES, RIVONIA, RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



128 No.28253

MRF 15 (11BR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A38/20.2.2/0691

Name ofmedicine: MERCK-TERBINAFINE 250 MG (TABLET)

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TERBINAFINE HYDROCHLORIDE EQUIVALENT TO
TERBINAFINE 250,0 mg

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

Applicant: XIXIA PHARMACEUTICALS (PT¥) LTD

Manufacturer: GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA

Packer: GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA
GENERICS U.K., STATION CLOSE,
HERTFORDSHIRE, U.K.
GERARD LABORATORIES, DUBLIN, IRELAND
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory: GENPHARM PHARMACEUTICALS, ETOBICOKE,
ONTARIO, CANADA
GENERICS U.K., STATION CLOSE,
HERTFORDSHIRE, V.K.
GERARD LABORATORIES, DUBLIN, IRELAND
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
XIXIA PHARMACEUTICALS, MODDERFONTEIN,
RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

28253-4



STAATSKOERANT. 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A38/1.2/0706

Name ofmedicine: PAXOTENE 20 MG TABLETS

Dosage form: TABLET

No.28253 129

Active ingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENf TO
PAROXETINE 20,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (pTY) LID

Manufacturer: FARMACEUTISCH ANALYTISCH LABORATORIUM
RV., DUlVEN, THE NETHERLANDS

Packer: FARMACEUTISCH ANALYTISCH LABORATORIUM
RV., DUIVEN, THE NETHERLANDS

Laboratory: FARMACEUTISCH ANALYTISCH LABORATORRJM
RV., DUIVEN, THE NETHERLANDS
SOUTH AFRICAN BUREAU OF STANDARDS,'
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

G05-112212-5 28253-5



130 No. 28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/21.2/0023

GLIMEHEXAL 1

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 1,0 mg

24 months

Conditions ofregistration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

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

HEXAL PHARMA (SA) (PTY) LTD

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL A/S, HVIDOVRE, DENMARK

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AlS, HVIDOVRE, DENMARK
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, RSA

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL A/S, HVIDOVRE, DENMARK
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

I
23 SEPTEMB~R 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39/21.2/0024

Name ofmedicine: GLlMEHEXAL 2

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
GLlMEPIRIDE 2,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD

No.28263131

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL NS, HVIDOVRE, DENMARK

Packer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL NS, HVIDOVRE, DENMARK
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, RSA

Laboratory: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL NS, HVIDOVRE, DENMARK
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



132 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage fonn:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/21.2/0025

GLIMEHEXAL 4

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 4,0 mg

, .<

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

Applicant: HEXAL PHARMA (SA) (PTY) LID

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AlS, HVIDOVRE, DENMARK

Packer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL NS, HVIDOVRE, DENMARK
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE~RSA

Laboratory: SALlM'AS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AlS, HVIDOVRE, DENMARK
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Sbelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39120.2.8/0030

Name ofmedicine: KNEXA

Dosage form.: TABLET

Active ingredients: EACH TABLET CONTAINS:
ABACAVIR SULPHATB EQUIVALENT TO
ABACAVIR. 600,0 mg
LAMIVUDINE 300,0 mg

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

No. 28253 133

Applicant: GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD

Manufacturer: GLAXO OPERATIONS UK, WARE,
HERTFORDSHIRE, U.K.

Packer: GLAXO OPERATIONS UK, WARE,
HERTFORDSHIRE, U.K.
GLAXOSMITHKLINE, EPPlNG, CAPE TOWN

Laboratory: GLAXO OPERATIONS UK, WARE,
HERTFORDSHIRE, U.K.
GLAXOSMITHKLlNE, EPPING, CAPE TOWN

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



134 No. 28253

MRF 15(MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A39/20.1.1/0044

Name ofmedicine: CAMOX-CIPROFLOXACIN 250 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 250,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Laboratory: INTAS PHARMACEUTICALS LTD,MATODA,
GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L LABORATORIES, ORMONDE,
JOHANNESBURG, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39/20.1.1I0045

Name ofmedicine: CAMOX..CIPROFLOXACIN 500 MG

Dosage form: TABLET

No.28253 135

Active ingredients: EACH TABLET CONTAINS:
ClPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO ClPROFLOXACIN 500,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, lNDIA

Laboratory: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INPIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L LABORATORIES, ORMONDE,
JOHANNESBURG,RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG, RSA
CAMOX PHARMACEUTICALS, CROWN MINES, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005



136 NO.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/20.1.1I0046

CAMOX-CIPROFLOXACIN 750 MG

TABLET

EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 750,0 mg

Conditions ofregistration:

Applicant:

Manufacturer:

Packer:

Laboratory:

.~' r

Shelf-life:

Date ofregistration:

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

CAMOX PHARMACEUTICALS (pTY) LTD

INTAS PHARMACEUTICALS LTDt MATODAt
GUJARAT, INDIA

.
INTASPHARMACEtrTICALSLTD,MATODA,
GUJARAT t INDIA

INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
QROENKLOOF, PRETORIA, RSA
INSPECTORATE M&L LABORATORIES, ORMONDE,
JO~SBtJRG,RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBtJRG, RSA
CAMOX PHARMACEUTICALS, CROWN MINEStRSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39/20.1.2/0070

Name ofmedicine: CURAM BD SUSPENSION

Dosage form: SUSPENSION

No. 28253 137

Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO
AMOXYCILLIN 400,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 57,0 mg

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

Applicant: SANDOZ (PrY) LTD

Manufacturer: SANDOZ GmbH, KUNDL, AUSTRIA

Packer: SANDOZ GmbH, KUNDL, AUSTRIA

Laboratory: SANDOZ GmbH, KUNDL, AUSTRIA
NOVARTIS S.A., SPARTAN, KEMPTONPARK, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005



138 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A39/20.1.2/0071

Name ofmedicine: SANDOZ CO-AMOXYCLAV BD SUSPENSION

Dosage form: SUSPENSION

Active ingredients: EACH 5,0 m! SUSPENSIONCONTAINS:
AMOXYCILLINTRIHYDRATE EQUIVALENT TO
AMOXYCILLIN 400,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 57,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: SANDOZ GmbH, KUNDL, AUSTRIA

Packer: SANDOZ GmbH, KUNDL, AUSTRIA

Laboratory: SANDOZ GmbH, KUNDL, AUSTRIA
NOVARTIS S.A., SPARTAN,KEMPTONPARK., RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15

Registration number: A39/19/0074

Nameofmedicine: SPEC-OXYTOCIN 10

Dosage form: INJECTION

Activeingredients: EACH 1,0ml AMPOULE CONTAINS:
OXYTOCIN 10,0i.u.

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

Applicant: SPECPHARM (PTY) LTD

Manufacturer: ROTEX-MEDICA, BUNSENSTRASS, TRITTAN

Packer: ROTEX-MEDICA, BUNSENSTRASS, TRITI'AN

Laboratory: ROTEX-MEDICA, BUNSENSTRASS, TRITIAN
ANALyTICON, KEMPTON PARK,RSA
SPECP~,S~TON,RSA

Shelf-life: 36 months

Date of registration: 23 SEPTEMBER 2005

No.28253 139



140 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/20. 1.1101 13

REZOLIN 500 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFAZOLIN SODillM EQUNALENT TO
CEFAZOLIN 500,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

RESMED HEALTHCARE

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT\ INDIA
RESMED HEALTHCARE, SPRINGFIELD, DURBAN,
RSA

36 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005
_.1

MRF 15 (MBR 15)

Registration number: A39/20.1.1/0114

Name ofmedicine: REZOLIN 1000 INJECTION

Dosage form: INJECTION

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

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

Applicant: RESMED HEALTHCARE

Manufacturer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

Packer: ASTRAL-PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

No.28253 141

Laboratory:

Shelf-life:

Date ofregistration:

ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIELD, DURBAN,
RSA

36 months

23 SEPTEMBER 2005



142 No.28253

MRF 15(MBR 15)

Registration number:

Name ofmedicine:

Dosageform:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/5.4.1I0124

PARKlLYNE

TABLET

EACH TABLET CONTAINS:
SELEGILINE HYDROCHLORIDE 5,Omg

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

Applicant: GENERIXINTERNATIONAL SA (PTY) LTO

Manufacturer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

Packer: SffiGFRIED LTD, ZOFINGEN, SWITZERLAND

Laboratory: SlEGFRIED LID, ZOFINGEN, SWITZERLAND
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
GENERIX INTERNATIONAL SA, INDUSTRIA,
CAPE TOWN, RSA

Shelf-life: 48 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number; A39/20.1.1I0179

Name ofmedicine: REZONE 2000 INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE 2000,0 mg

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

Applicant: RESMED HEALTHCARE

Manufacturer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

No. 28253 143

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADODARA, GUJARAT, INDIA

Laboratory: ASTRAL PHARMACEUTICAL INDUSTRIES,
VADOD~ GUJARAT, INDIA
RESMED HEALTHCARE, SPRINGFIELD,DURBAN~
RSA

Shelf-life: 36 months

Date ofregistration: 23 SEPTEMBER 2005



144 No.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/2.8/0237

MYBULEN SUSPENSION

SUSPENSION

EACH 10,0 ml SUSPENSION CONTAINS:
ffiUPROFEN 200,0 mg
CODEINE PHOSPHATE 10,0 mg
PARACETAMOL 250,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH
ASPENP~CARE,vnLSONLA,EASTLONDON

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

Laboratory: PHARMACARE LTD, KORSTEN, PORT ELIZABETH
ASPEN PHARMACARE, WILSONLA, EAST LONDON
SOTITH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY, POTCHEFSTROOM

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005

28253-5



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registrationnumber: A39/11.5/0260

Name ofmedicine: LENNONLACTULOSE PEACH

Dosage form: SOLUTION

Activeingredients: EACH 5,0 ml SOLUTIONCONTAINS:
LACTULOSE ANHYDROUS 3,250 g

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

Applicant: PHARMACARE LIMITED

No. 28253 145

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

Packer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH
ASPEN PHARMACARE, WILSONlA, EAST LONDON

Laboratory: PHARMACARE LTD, KORSTEN, PORT ELIZABETH
ASPENPHARMACARE, WILSONlA, EAST LONDON
SOUTHAFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY, POTCHEFSTROOM

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

G05-112212-6 28253-6



148 No. 28253 GOVERNMENT GAZETTE, 90ECEMBEPF2005

MRF 15 (MBR 15) -"·~;·r

Registration number: A39111.SI0263

Name ofmedicine: LENNON LACTULOSE LEMON

Dosage form: SOLUTION .. r f

Active ingredients: EACH 5,0 ml SOLUTION CONTAINS: " rp ','

LACTULOSE ANHYDROUS 3,250 g

ConditiQn8 ofregistration: 1,2,3,4,5,6, 7

Applicant: PHARMACARE LIMITED

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

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

Laboratory: PHARMACARE LID, KORSTEN, PORT ELIZABEm
ASPEN PHARMACARE, WILSONIA, EAST LONDON
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY, POTCHEFSTROOM

Sh~~lire: 24nwnfus

Dateof registration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MaR 15)

Registration number: A39/20.2.8/0280

Name ofmedicine: DAS-LAMIVUDINE 150 MG

Dosage form: TABLET

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

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

Applicant: STRIDES SA (PTY) LID

Manufacturer: STRIDES ARCOLAB LTD, ANEKAL TAL~
BANGALORE, INDIA

No.28253 147

Packer: STRIDES ARCOLAB LTD, ANEKAL TALUK,
BANGALORE, INDIA

Laboratory: STRIDES ARCOLAB LTO,ANEKAL TALUK,
BANGALORE, INDIA
COLUMBIA PGARMACEUTICALS, BARDENE,
BOKSBURG, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
SIT.VERTONDALE, RSA
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
STRIDES, ARCADIA, PRETORIA, RSA

Shelf-life:

Date ofregistration:

24 months ;•.. ;.

23 SEPTEMBER 2005



148 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A39/1 0.2.1/0373

Name ofmedicine: SABAX COMBINEB

Dosage form: INHALATIONSOLurrON -"

Active ingredients: EACH 2,5 m1 SOLUTION CONTAINS:
IPRATROPIUM BROMIDE 0,520 mg
SALBUTAMOL SULPHATE 3,010 mg

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

Applicant:

Manufacturer;

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

ADCOCK INGRAM CRITICAL CARE (PTY)LID

ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBUGR, RSA

ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBUGR, RSA

ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBUGR, RSA

24:months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005 ~

MRF 15 (MBR 15)

No.28253 149

Registration number:

Nameofmedicine:

Dosageform:

Activeingredients:

A39/18.1/0399

RIDAQ-12,S

TABLET

EACHTABLETCONTAINS:
HYDROCHLOROTIflAZIDE 12,5mg

.'

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

Applicant: PHARMACARE LIMITED , .

Manufacturer:

Packer:

Laboratory:

Shelf,;.Ufe:

Dateofregistration:

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

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

PHARMACARE LID, KORSTEN, PORT ELIZABETH
ASPENPHARMACARE, WILSONIA, EAST LONDON
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNNERSITY, POTCHEFSTROOM

24 months

23 SEPTEMBER 2005



150 NO.28253

MRF 15 (MBR 15)

Registration number:

Name ofmedicine:

Dosage form:

Activeingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A39/2.5/0473

SANDOZ LAMOTR1GINE 25

TABLET

EACHTABLET CONTAINS:
LAMOTRIGINE 25,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

"•..; r

SANDOZ (pTY) LTD

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTONPARK, RSA

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTONPARK, RSA
SOUTHAFRICAN BUREAUOF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN,KEMPTONPARK

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39/2.5/0474

Name ofmedicine: SANDOZ LAMOTRIGINE 50

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LAMOTRIGINE 50,0 mg

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

Applicant: SANDOZ (PTY) LTD

No.28253 151

Manufacturer:

Packer:

Laboratory:

Shelf.;life:

Date ofregistration:

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTONPARK, RSA

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTIC ON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTON PARK

24 months

23 SEPTEMBER 2005

, ,



152 No.28253

MRF 15 (MBR 15)

GOVERNMENT GAZETrE, 9 DECEMBER 2005

Registration number: A39/2.5/0475

Nameof medicine: SANDOZ LAMOTRIGlNE 100

Dosageform: TABLET

Activeingredients: EACHTABLET CONTAINS:
LAMOTRIGINE 100,0 mg

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

Applicant: SANDOZ (PTY)LTD

Manufacturer: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH

Packer:
j, ~ .

Laboratory:

Shelf-life:

Date of registration:

NOVARTIS BANGLADESH LID, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK,RSA

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK,RSA
SOUTHAFRICAN BUREAUOF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTICON, KEMPTON PARK., RSA
SANDOZ, SPARTAN, KEMPTON PARK

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

Registration number: A39/2.5/0476

Name ofmedicine: SANDOZ LAMOTRIGINE 200

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LAMOTRIGINE 200,0 mg

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

Applicant: SANDOZ (pTY) LTD

Manufacturer: NOVARTIS BANGLADESH LTD, GAZlPUR,
BANGLADESH

Packer: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA

No.28253 153

Laboratory: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON :PARK, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005



154 No. 28253

MRF 15 (MBR IS)

Registration number:

GOVERNMENT GAZETTE. 9 DECEMBER 2005

A39/2.5/0S13

Name ofmedicine: LAMEPTIL25
. "..- .

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LAMOTRIGINE 25,0 mg

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

Applicant: SANDOZ (PTY) LID

Manufacturer: NOVARTIS BANGLADESH LID, GAZIPUR,
BANGLADESH

Packer.

Laboratory:

Shelf-life~

.... " ....
.~NOVAJ{tIS BANGtADESlfLTD, GAZIPUR,

BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA

NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTONPARK, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTON PARK.,RSA

24 months

. ~

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15(MBR 15)

Registration number: A39/2.5/0514

Name of medicine: LAMEPTIL 50

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LAMOTRIGINE 50,0 mg

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

Applicant: SANDOZ (PTY) LID

Manufacturer: NOVARTIS BANGLADESH LTD, GAZlPUR,
BANGLADESH

Packer: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA

Laboratory: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN,KEMPTONPARK,RSA
SOUTH AFRICAN BUREAUOF STANDARDS,
GROENKLOOF,PRETORlA,RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTON PARK, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005

No.28253 155



156 No.28253

MRF lS(MBR 15)

GOVERNMENT GAZETTE, 9 DECEMBER 2005

Registration number: A39/2.5/0515

Name ofmedicine: LAMEPTIL 100

Dosage form: TABLET

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

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

Applicant: SANDOZ (PTY) LID

Manufacturer: NOVARTIS BANGLADESH LTD~GAZ1PUR,

BANGLADESH

Packer: NOVARTIS BANGLADESH LID, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTONPARK, RSA

Laboratory:

Shelf-life:

.'
NOVARTIS BANGLADESH LID, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA
SOUTHAFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTONPARK, RSA

24 months

Date ofregistration: 23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMSE:R 2005

MRF 15 (MBR 15)

Registration number: A39/2.5/0516

Name of medicine: LAMEPTIL 200

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LAMOTRIGINE 200,0 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, SPARrAN, KEMPTON PARK, RSA

Laboratory: NOVARTIS BANGLADESH LTD, GAZIPUR,
BANGLADESH
NOVARTIS, SPARTAN, KEMPTON PARK, RSA
SOUTHAFRICAN BUREAUOF STANDARDS,
GROENKLOOF,PRETORIA, RSA
ANALYTICON, KEMPTON PARK, RSA
SANDOZ, SPARTAN, KEMPTON PARK, RSA

Shelf-life: 24 months

Date of registration: 23 SEPTEMBER 2005

No.28253 157



158 No.28253

MRF 15 (MBR 15)

Registration number:

Nameofmedicine:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A40/3.1I0028

ARTHROCOX 15

Dosageform: TABLET '''1''\ ....

Active ingredients: EACHTABLET CONTAlNS:
MELOXICAM 15,0mg

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

-,--
Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

SANDOZ (pTY)LTD

NOVARTIS S.A.,SPARTAN, KEMPTONPARK., RSA

NOVARTIS S.A., SPARTAN, KEMPTONPARK, RSA

NOVARTIS S.A., SPARTAN,KEMPTONP~RSA
SOUTHAFRICAN BUREAUOF STANDARDS,
GROENKLOOF, PRETO~ RSA
ANALYTICON, KEMPTON PARK., RSA
SANDOZ, SPARTAN, KEMPTONPARK, RSA

24 months

23 SEPTEMBER 2005



STAATSKOERANT, 9 DESEMBER 2005

MRF 15 (MBR 15)

No. 28253 159

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A40t2.2/0054

ZOLAMID 5 MGt5 ML

INJECTION

EACH AMPOULE CONTAINS:
MIDAZOLAM 5,0 mg

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

Applicant: GENERIX INTERNATIONAL S.A (pTY) LTD

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date ofregistration:

CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO
CONSlJLTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG, RSA
GENERIX INTERNATIONAL, INDUSTRIA,
CAPE TOWN, RSA

24 months

23 SEPTEMBER 2005



160 No.28253

MRF 15 (MER 15)

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

GOVERNMENT GAZETTE, 9 DECEMBER 2005

A40/2.2/0055

ZOLAMID 15 MG/3 ML

INJECTION

EACH AMPOULE CONTAINS:
MIDAZOLAM 15,0 mg

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

Applicant: GENERIX INTERNATIONAL S.A (PTY) LTD

Manufacturer: CRISTALIA PRODUTOS QUlMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

Packer:

Laboratory:

., CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
GENERIX INTERNATIONAL, INDUSTRIA,
CAPE TOWN, RSA

.,

Shelf-life: 24 months - ....,.

Date of registration: 23 SEPTEMBER 2005



STAATSKOERANT. 9 DESEMBER 2005

MRF 15 (MBR 15)

No.28253 161

Registration number:

Name ofmedicine:

Dosage form:

Active ingredients:

A40/2.2/0056

ZOLAMID 50 MG/lO ML

INmCTION

EACH AMPOULE CONTAINS:
MIDAZOLAM 50,0 mg

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

Applicant: GENERIX INTERNATIONAL S.A (PTY) LID

Manufacturer: CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

Packer: CRISTALIA PRODUTOS QUIM:ICOS
FARMACEUTICOS, BUTANTA, SAO PAULO

Laboratory: CRISTALIA PRODUTOS QUIMICOS
FARMACEUTICOS, BUTANTA, SAO PAULO
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
GENERIX INTERNATIONAL, INDUSTRIA,
CAPE TOWN, RSA

Shelf-life: 24 months

Date ofregistration: 23 SEPTEMBER 2005




