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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/11.4.3/0558

ADCO-ROZNAL

CAPSULE

EACH CAPSULE CONTAINS:
LANSOPRAZOLE 30,0 mg

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

ADCOCK INGRAM LIMITED

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

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

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

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/8.3/0566

RECORMON 1 000 IU/C,3 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 1 000.0 u

1,2:3,4,58,6,1

ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS. MANNHEIM, GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/8.3/0567

RECORMON 2 000 1U/0,3 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 2 000,0 iu

1:2:3:4. 5.6.7

ROCHE PRODUCTS (PTY)LID

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM. GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS. MANNHEIM. GERMANY
ROCHE PRODUCTS, ISANDOQ, GAUTENG, RSA

24 months

3 JUNE 2005




STAATSKOERANT, 29 JULIE 2005 No. 27785

293

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/8.3/0568

RECORMON 4 000 IU/0,3 ML.

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 4 000.0 iu

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

ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM. GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM. GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

24 months

3 JUNE 2005
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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

[ aboratory:

Shelf-life:

Date of registration:

37/8.3/0569

RECORMON 6 000 [U/0,3 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 6 000.0 iu

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

ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM. GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM. GERMANY
ROCHE PRODUCTS, ISANDQ, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDOQ, GAUTENG, RSA

24 months

3 JUNE 2005
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.1/0573

CIPROL 250

TABLET

EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 250.0 mg

1.2.3,4, 5,6,7

ARROW PHARMA SOUTH AFRICA (PTY) LTD
SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW, AUSTRALIA

DIVPHARM MANUFACTURING & PACKAGING,

LONGDALE, JOHANNESBURG, RSA

SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW., AUSTRALIA

ARROW PHARMACEUTICALS, CROYDON, VIC.,
AUSTRALIA

ARROW PHARMA, WADEVILLE, GERMISTON, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number: 37/20.1.1/0574

Name of medicine: CIPROL 500

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 500.0 mg

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

Applicant: ARROW PHARMA SOUTH AFRICA (PTY) LTD

Manufacturer: SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW, AUSTRALIA

Packer: DIVPHARM MANUFACTURING & PACKAGING,

LONGDALE, JOHANNESBURG, RSA

Laboratory: SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW., AUSTRALIA
ARROW PHARMACEUTICALS, CROYDON, VIC.,
AUSTRALIA
ARROW PHARMA, WADEVILLE, GERMISTON, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.1/0575

CIPROL 750

TABLET

EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TO CIPROFLOXACIN 750.0 mg

1,2:3:4,5,0,7

ARROW PHARMA SOUTH AFRICA (PTY) LTD
SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW, AUSTRALIA

DIVPHARM MANUFACTURING & PACKAGING.

LONGDALE, JOHANNESBURG, RSA

SIGMA PHARMACEUTICALS, BAULKHAM HILLS,
NSW., AUSTRALIA

ARROW PHARMACEUTICALS, CROYDON, VIC.,
AUSTRALIA

ARROW PHARMA, WADEVILLE, GERMISTON, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number: 37/5.7.1/0579

Name of medicine: AUSTELL-CETIRIZINE 5 MG
Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:

CETIRIZINE DIHYDROCHLORIDE 3.0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) L.11>

Manufacturer: IPCA LABORATORIES, NAGAR HAVi'i.i. INDIA
Packer: IPCA LABORATORIES, NAGAR HA V1.1, INDIA
Laboratory: IPCA LABORATORIES, NAGAR HA « i, INDIA

SOUTH AFRICAN BUREAU OF STAT{ARDS,
PRETORIA, RSA

INSTITUTE FOR PHARMACEUTIC/ ' .. "RVJ(CES.
BARDENE, BOKSEURG, RSA

INSPECTORATE M&L, ORMONDE:,
JOHANNESBURG, RSA

AUSTELL LABORATORIES, SAXONWOI.D. RSA

Shelf-life: 24 months

Date of registration: 17 SEPTEMBER 2004
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MRF 15 (MBR 15)
Registration number: 37/5.7.1/0580 -
Name of medicine: AUSTELL-CETIRIZINE 10 MG
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:

CETIRIZINE DIHYDROCHLORIDE 0.0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) [.T+:
Manufacturer; IPCA LABORATORIES, NAGAR HAV i 1. INDIA
Packer: IPCA LABORATORIES, NAGAR HA® 1.i. INDIA
Laboratory: IPCA LABORATORIES, NAGAR HAY 1 7 INDIA
SOUTH AFRICAN BUREAU OF STA: 1 :ARDS,

PRETORIA, RSA

INSTITUTE FOR PHARMACEUTICA" SURVICLS.
BARDENE, BOKSBURG, RSA

INSPECTORATE M&L, ORMONDE.
JOHANNESBURG, RSA

AUSTELL LABORATORIES, SAXONWOLD. RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.1/0581

NORFLOXACIN HEXAL 400

TABLET

EACH TABLET CONTAINS:
NORFLOXACIN 400,0 mg

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

HEXAL PHARMA (SA) (PTY) LTD

CIPLA LTD, PUNE, MAHARASHTRA, INDIA

SALUTAS PHARMA, BARLEBEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG., RSA

PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA

CIPLA LTD, PUNE, MAHARASHTRA, INDIA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

ANALYTICON, KEMPTON PARK, RSA
PHARMA-Q, INDUSTRIA WI3ST, GAUTENG, RSA
HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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MREF 15 (MBR 15)

Registration number: 37/20.2.2/0583

Name of medicine: VARI-FLUCONAZOLE

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE 50,0 mg

Conditions of registration: ~ 1.2,3,4,5,6,7

Applicant: LE BASI PHARMACEUTICALS CC

Manufacturer: VARICHEM LABORATORIES, HARARE, ZIMBABWE
Packer: VARICHEM LABORATORIES, HARARE, ZIMBABWE
Laboratory: VARICHEM LABORATORIES, HARARE, ZIMBABWE

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL
SERVICES, BARDENE, BOKSBURG, RSA
CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. RSA

LE BASI PHARMACEUTICALS,POTCHEFSTROOM

Shelf-life: 24 months

Date of registration: 3 JUNE 2005
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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number;

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.1/0603

ARROW CEFTRIAXONE SODIUM 500 MG

INJECTION

EACH VIAL CONTAINS:
CEFTRIAXONE DISODIUM LEQUIVALENT TO
CEFTRIAXONE 500,0 mg

1,2,3,4,5,6,7
ARROW PHARMA SOUTH AFRICA (PTY) LTD

LDP LABORATORIES TORLAN, BARCELONA,
SPAIN

LDP LABORATORIES TORLAN, BARCELONA,
SPAIN

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

LDP LABORATORIES TORLAN, BARCELONA,
SPAIN

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

SEDEK AGRIKEM, PRETORIA, RSA

ARROW PHARMA, WADEVILLE. GERMISTON, RSA

24 months

8 APRIL 2005
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MRF 15 (MBR 15)
Registration number: 37/20.1.1/0604
Name of medicine: ARROW CEFTRIAXONE SODIUM 1 G
Dosage form: INJECTION
Active ingredients: EACH VIAL CONTAINS:
CEFTRIAXONE DISODIUM EQUIVALENT TO
CEFTRIAXONE 1000,0 mg

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

Applicant: ARROW PHARMA SOUTH AFRICA (PTY) LTD

Manufacturer: LDP LABORATORIES TORLAN, BARCELONA,
SPAIN

Packer: LDP LABORATORIES TORLAN, BARCELONA,
SPAIN

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory: LDP LABORATORIES TORLAN, BARCELONA,
SPAIN
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM. RSA
SEDEK AGRIKEM, PRETORIA, RSA
ARROW PHARMA, WADEVILLE. GERMISTON, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.2/0606

FORCID SOLUTAB 875/125

TABLET

EACH TABLET CONTAINS:

AMOXYCILLIN TRIHYDRATE EQUIV ALENT TO

AMOXYCILLIN 875.0 mg

POTASSIUM CLAVULANATE EQUIVALENT TO

CLAVULANIC ACID 125.0 mg
1,2,3,4,5,6,7

YAMANOUCHI PHARMA (PTY) LTD

YAMANOUCH! EUROPE B.V., MEPPE1,
THE NETHERLANDS

YAMANOUCHI EUROPE B.V., MEPP !
THE NETHERLANDS

YAMANOUCHI EUROPE B.V., MEPPE! .

THE NETHERLANDS

CONSULTING CHEMICAL LABS, STAR STREET,
BOKSBURG, RSA

YAMANOUCHI PHARMA, BEDFORDVIEW. RSA

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number: 37/3.1/0607
Name of medicine: DICLO-FLAM BLACKCURRANT
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
DICLOFENAC SODIUM ..cccccvniane e 50,0 mg
Conditions of registration:  1,2,3.4,5,6,7
Applicant: PHARMACARE LIMITED
Manufacturer: LENNON LTD, KORSTEN, PORT ELIZABETH

SAD SELF MEDICATION. WILSONIA.EAST LONDON

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

Laboratory: LENNON LTD, KORSTEN, PORT ELIZABETH
SAD SELF MEDICATION. WILSONIA,EAST LONDON
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA
RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, UNIVERSITY, POTCHEFSTROOM
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Shelf-life: 24 months

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

Registration number: 37/20.2.8/0614

Name of medicine: ZIDOVIR ORAL SOLUTION

Dosage form: SOLUTION

Active ingredients: EACH 5,0 ml SOLUTION CONTAINS:
ZIDOVUDINE ........cccvvnvnnnn. 50,0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD
Manufacturer: CIPLA LTD, VIKHROLI, MUMBAL, INDIA
Packer: CIPLA LTD, VIKHROLI, MUMBAL, INDIA
 Laboratory: CIPLA LTD, VIKHROLI, MUMBALI, INDIA

CIPLA-MEDPRO, ROSENPARK, BELVILLE, RSA

Shelf-life: 24 months

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

Registration number: 37/20.2.8/0615
Name of medicine: LAMIVIR ORAL SOLUTION
 Dosage form: SOLUTION
Active ingredients: EACH 5,0 ml SOLUTION CONTAINS:
LAMIVUDINE ............. O, 50,0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA
Packer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA
Laboratory: CIPLA LTD, VIKHROLI, MUMBALI, INDIA

CIPLA-MEDPRO, ROSENPARK, BELVILLE, RSA
Shelf-life: 24 months

Date of registration: 23 JULY 2004
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GOVERNMENT GAZETTE, 29 JULY 2005

MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.2/0619

AMPIJECT 0,5 G INJECTION

INJECTION

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

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

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

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA
CONSULTING CHEMICAL LABS, STAR STREET,
BOKSBURG

GENERIX INTERNATIONAL, ATHLONE, INDUSTRIA

24 months

12 NOVEMBER 2004




STAATSKOERANT, 29 JULIE 2005 No. 27785

309

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.2/0620

AMPIECT 1,0 G INJECTION

INJECTION

EACH VIAL CONTAINS:
AMPICILLIN SODIUM EQUIVALENT TO
AMPICILLIN 10g

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

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

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA

HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLES REPUBLIC OF CHINA
CONSULTING CHEMICAL LABS, STAR STREET,
BOKSBURG

GENERIX INTERNATIONAL, ATHLONE, INDUSTRIA

24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

37/34/0627
OPTISOAK plI
SOLUTION

EACH 1,0 ml SOLUTION CONTAINS:
HYDROXYPROPYL GUAR 2.0 MG

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

ALCON LABORATORIES (SA) (PTY) LTD

ALCON LABORATORIES. FORT WORTH, TEXAS

ALCON LABORATORIES, FORT WORTH, TEXAS
ALCON CUSI, ALCOBENDAS. MADRID, SPAIN

ALCON LABORATORIES, FORT WORTH, TEXAS
ALCON LABORATORIES, RANDBURG, RSA

30 months

8 APRIL 2005
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MREF 15 (MBR 15)

Registration number: 37/7 1.3/0631

Name of medicine: HEXAL-LISINOPRIL CO 10

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
LISINOPRIL DIHYDRATE EQUIVALENT TO
LISINOPRIL 10.0 mg
HYDROCHLOROTHIAZID 12,5 mg

Conditions of registration:  1.2,3.4.5,6,7

Applicant: HEXAL PHARMA (S.A.) (P1Y) LTD
Manufacturer: SALUTAS PHARMA GmbH BARLEBEN, GERMANY
Packer: SALUTAS PHARMA GmbH. BARLEBEN, GERMANY

DIVPHARM MANUFACTUR'NG & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory: SALUTAS PHARMA GmbH. BARLEBEN, GERMANY
CONSULTING CHEMICAL _ABORATORIES,
STAR STREET, BOKSBURC:, RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTM3AD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/7.1.3/0632

HEXAL-LISINOPRIL CO 20

TABLET

EACH TABLET CONTAINS:
LISINOPRIL DIHYDRATE EOQUIVALENT TO

LISINOPRIL 20.0 mg
HYDROCHLOROTHIAZIDE 12.5 mg
1.2.3.4.5,6,7

HEXAL PHARMA (S.A.) (P1Y)LTD

SALUTAS PHARMA GmbH BARLEBEN, GERMANY

SALUTAS PHARMA GmbH. BARLEBEN, GERMANY
DIVPHARM MANUFACTUR'NG & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

SALUTAS PHARMA GmbH BARLEBEN, GERMANY
CONSULTING CHEMICAL _ABORATORIES,

STAR STREET, BOKSBLU/R(i, RSA

ANALYTICON, KEMPTON PARK, RSA

HEXAL PHARMA, WES7M ZAD, RSA

24 months

5 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 37/7.5/0635

Name of medicine: PRAVAHEXAL 10

Dosage form: TABLETS

Active ingredients: EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 10,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD

Manufacturer: GEA FARMACEUTISK FABIIK, FREDERIKSBERG,
DENMARK

Packer: GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG. RSA

Laboratory: GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FPARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/7.5/0636

PRAVAHEXAL 20

TABLETS

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20,0 mg

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

HEXAL PHARMA (SA) (PTY) LTD

GEA FARMACEUTISK FABLIK, FREDERIKSBERG,
DENMARK

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:;

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/7.5/0637
PRAVAHEXAL 40
TABLETS

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 40,0 mg

1,2,3,4,5,6,7
HEXAL PHARMA (SA) (PTY) LTD

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 37/7.5/0638
Name of medicine: PRANALIP 10
Dosage form: TABLETS
Active ingredients: EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 10,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD

Manufacturer: GEA FARMACEUTISK FABLIK, FREDERIKSBERG,
DENMARK

Packer: GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

Laboratory: GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/7.5/0639

PRANALIP 20

TABLETS

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20,0 mg

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

HEXAL PHARMA (SA) (PTY)LTD

GEA FARMACEUTISK FABFRIK, FREDERIKSBERG,
DENMARK

GEA FARMACEUTISK FABIIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/7.5/0640
PRANALIP 40
TABLETS

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 40,0 mg

1,2,3,4,5,6,7
HEXAL PHARMA (SA) (PTY) LTD

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

GEA FARMACEUTISK FABRIK, FREDERIKSBERG,
DENMARK

CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. GAUTENG, RSA
ANALYTICON, KEMPRON FARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 37/11.5/0642

Name of medicine: BIFITERAL DRY

Dosage form: POWDER

Active ingredients: EACH SACHET CONTAINS:
LACTULOSE 10,0 g

Conditions of registration: o2 30k 5: 6:F

Applicant: SOLVAY PHARMA (PTY) L'TD

Manufacturer: 'NALCO SpA, LOCALITA CANAPALE, PISTOIA,
ITALY

Packer: INALCO SpA, LOCALITA C/ NAPALE, PISTOIA,
ITALY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
TECHNIKON LABORATCRI <5, FLORIDA, RSA

Laboratory: INALCO SpA, LOCALITA CANAPALE, PISTOIA,
[TALY
SOLVAY PHARMACEUTICA.LS, OLST,
THE NETHERLANDS
SOUTH AFRICAN BUREAU 2F STANDARDS,
GROENKLOOF, PRETORIJA, RSA
SCHERING, MIDRAND. KSA
SOLVAY PHARMA, MIDIZANND, RSA

Shelf-life: 24 months

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

Registration number: 37/5.7.1/0651
Name of medicine: ZYNCET
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CETIRIZINE HYDROCHLORIDE 10,0 mg

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

Applicant: UNICHEM SA (PTY) LTD

Manufacturer: UNICHEM LABORATORIES LTD, GOA, INDIA
Packer: UNICHEM LABORATORIES LTD, GOA, INDIA
Laboratory: UNICHEM LABORATORIES LTD, GOA, INDIA

INSTITUTE FOR INDUSTRIAL PHARMACY,
POTCHEFSTROOM, RSA

CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG

INSTITUTE FOR PHARMACEUTICAL & CHEMICAL
SERVICES, BOKSBURG, RSA

ALLIANCE PHARMA, VILLAGE MAIN,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date of registration: 11 FEBRUARY 2005

27785—1
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/20.1.1/0655

SPEC-TOPISTIN

INFUSION

EACH 1,0 ml SOLUTION CONTAINS
CIPROFLOXACIN LACTATE EQUIVA! I'NT TO
CIPROFLOXACIN 200,0 mg

Y 2:3.4,5,0,7

SPECPHARM (PTY) LTD

ELPEN PHARMACEUTICAL CO, INC .
PIKERMI-ATTICA K GRFECE

ELPEN PHARMACEUTICAL CO, INC .

PIKERMI-ATTICA, GREECE

ELPEN PHARMACEUTICAL CO, INC'.
PIKERMI-ATTICA, GREECE
ANALYTICON, EDENVALE, RSA
SPECPHARM, RANDBURG, RSA

24 months

17 SEPTEMBER 2004

G05-062823—2

27785—2



322 No. 27785

GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

37/3.1/0656

PHARMA DYNAMICS DICLOFENAC 25

TABLET

EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 25,0 mg

1,2,3,4,5,6,7
PHARMA DYNAMICS (PTY) LTD
DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, REYKJAVIK, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

PHARMA DYNAMICS, WESTLAKE, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 37/3.1/0657
Name of medicine: DYNAK 50
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

Conditions of registration:  1,2,3,4,5,6,7
Applicant: PHARMA DYNAMICS (PTY) LTD
Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, REYKJAVIK, ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND

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

Shelf-life: 24 months

Date of registration: 3 JUNE 2005




324 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

P'acker:

Laboratory:

Shelf-life:

Date of registration:

37/3.1/0658

DYNAK 25

TABLET

EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 25,0 mg

1,2,3,4,5,6,7
PHARMA DYNAMICS (PTY) LTD
DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, REYKJAVIK, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

PHARMA DYNAMICS, WESTLAKE. RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 37/3.1/0659

Name of medicine: PHARMA DYNAMICS DICLOFENAC 50

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

Conditions of registration:  1.2.3.4,5,6,7

Applicant: PHARMA DYNAMICS (PTY) LTD

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK. ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND

Laboratory: DELTA LTD, HAFNARFJORDUR, ICELAND
DELTA LTD, REYKJAVIK, ICELAND
CTONSULTING CHEMICAI, LABORATORIES,
STAR STREET, BOKSBURRG. RSA
PHARMA DYNAMICS, WESTLAKE. RSA

Shelf-life: 24 months

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

Registration number: 37/2.7/0666

Name of medicine: NUROFEN PLUS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
[BUPROFEN 200,0 mg
CODEINE PHOSPHATE 12,8 mg

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

Applicant: BOOTS HEALTHCARE (SOUTH AFRICA) (PTY) LTD

Manufacturer: BOOTS CONTRACT MANUF'ACTURING,
NOTTINGHAM, UNITED KINGDOM

Packer: BOOTS CONTRACT MANUFACTURING,

NOTTINGHAM, UNITED KINGDOM

Laboratory: BOOTS CONTRACT MANUFACTURING,
NOTTINGHAM, UNITED KINGDOM
RECKITT BENCKISER PHAIMACEUTICALS,
MOBENI, RSA
PHARMACEUTICAL CONTRACTORS, ISANDO, RSA

Shelf-life: 36 months

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

Registration number: 37/30.4/0683

Name of medicine: DYSPORT

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CLOSTRIDIUM BOTULINUM TYPE A TOXIN-
HAEMAGGLUTININ COMPLEX 500U

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

Applicant: PHARMAPLAN (PTY) LTD

Manufacturer: IPSEN BIOPHARM LTD, WREXHAM, U.K.
Packer: IPSEN BIOPHARM LTD, WREXHAM, U.K.
Laboratory: IPSEN BIOPHARM LTD, WREXHAM, UK.

WICKHAM LABORATORIES LTD, FAREHAM,
HAMPSHIRE, U.K.

SEQUANI LTD, LEDBURY, HEREFORDSHIRE, U.K.
PHARMAPLAN, MIDRAND, RSA

Shelf-life: 24 months

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

Registration number: 38/20.1.1/0005
Name of medicine: CLARIHEXAL 250
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CLARITHROMYCIN 250,0 mg
Conditions of registration:  1,2,3,4,5,6,7
Applicant: HEXAL PHARMA (SA) (PTY) LTD
Manufacturer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
Packer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

Laboratory: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

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

Registration number: 38/20.1.1/0006
Name of medicine: CLARIHEXAL 500
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CLARITHROMYCIN 500,0 mg
Conditions of registration:  1,2,3,4,5, 6,7
Applicant: HEXAL PHARMA (SA) (PTY) LTD
Manufacturer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
Packer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

Laboratory: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005
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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0007
CLARITHROMYCIN-HEXAL 250
TABLET

EACH TABLET CONTAINS:
CLARITHROMYCIN 250,0 mg

1,2,3,4,5,6,7
HEXAL PHARMA (SA) (PTY) LTD
HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY

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

LONGDALE, GAUTENG, RSA

HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. RSA

ANALYTICON, KEMPTON PARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/20.1.1/0008

Name of medicine: CLARITHROMYCIN-HEXAL 500

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CLARITHROMYCIN 500,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD
Manufacturer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
Packer: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, GAUTENG, RSA

Laboratory: HEINZ HAUPT CHEM-PHARM, BERLIN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA
ANALYTICON, KEMPTON PARK, RSA
HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005
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MREF 15 (MBR 15)
Registration number: 38/20.1.1/0011
Name of medicine: AUSTELL-CIPROFLOXACIN 250 MG
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT
TOCIPROFLOXACI ....c.ooniisvismsas 250,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: IPCA LABORATORIES, NAGAR HAVELL INDIA
Packer: IPCA LABORATORIES, NAGAR HAVELI, INDIA
Laboratory: IPCA LABORATORIES, NAGAR HAVELI INDIA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, LTD
AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

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

Registration number: 38/20.1.1/0012

Name of medicine: AUSTELL-CIPROFLOXACIN 500 MG

Dosage form: TABLET

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

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: IPCA LABORATORIES, NAGAR HAVELI, INDIA
Packer: [PCA LABORATORIES, NAGAR HAVELIL INDIA
Laboratory: IPCA LABORATORIES, NAGAR HAVELIL INDIA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, LTD
AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.2/0013

AUSTELL-FLUCONAZOLE 50 MG CAPSULES

CAPSULES

EACH CAPSULE CONTAINS:
FLUCONAZOLE 50,0 mg

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

AUSTELL LABORATORIES (PTY) LTD
IPCA LABORATORIES LTD, NAGAR HAVELL INDIA
IPCA LABORATORIES LTD, NAGAR HAVELL INDIA

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

INSPECTORATE M&L, ORMONDE, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG

AUSTELL LABORATORIES, SAXONWOLD, RSA

24 months

12 NOVEMBER 2004
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MREF 15 (MBR 15)

Registration number: 38/20.2.2/0014
Name of medicine: AUSTELL-FLUCONAZOLE 200 MG CAPSULES
Dosage form: CAPSULES
Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE 200,0 mg

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

Applicant: AUSTELL LABORATORIES (PTY) LTD

Manufacturer: IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA

Packer: IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA

Laboratory: IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

INSPECTORATE M&L, ORMONDE, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE, BOKSBURG

AUSTELL LABORATORIES, SAXONWOLD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1.3/0025

COVERON PLUS

TABLET

EACH TABLET CONTAINS:
PERINDOPRIL TERT-BUTYLAMINE 4,0 mg
INDAPAMIDE 1,25 mg

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

EGIS PHARMACEUTICALS SCUTH AFRICA (PTY)LTD

LES LABORATOIRES SERVJER INDUSTRIE, GIDY,

FRANCE
SERVIER INDUSTRIES LTD. WICKLOW, IRELAND

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,

FRANCE
SERVIER INDUSTRIES LTD. WICKLOW, IRELAND
TECHNIKON LABORATORIES, ROBERTVILLE, RSA

LES LABORATOIRES SERVIER INDUSTRIE, GjID_Y1

FRANCE

SERVIER INDUSTRIES LTD. WICKLOW, IRELAND
INSPECTORATE M&L, ORMONDE. JOHANNESBURG
EGIS PHARMACEUTICALS. ROBERTVILLE, RSA

36 months

3 JUNE 2005
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1.3/0026

BIADEXUM

TABLET

EACH TABLET CONTAINS:
PERINDOPRIL TERT-BUTYLAMINE 4,0 mg
INDAPAMIDE 1,25 mg

1.2.3,4,5,0,7

EGIS PHARMACEUTICALS SCUTH AFRICA (PTY) LTD

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
SERVIER INDUSTRIES LTD. WICKLOW, IRELAND

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE

SERVIER INDUSTRIES LTD, WICKLOW, IRELAND
TECHNIKON LABORATORIES, ROBERTVILLE, RSA

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE

SERVIER INDUSTRIES LTD, WICKLOW, IRELANIX
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
EGIS PHARMACEUTICALS, ROBERTVILLE, RSA

36 months

5 JUNE 2005
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1.3/0027

BIARTENSYL

TABLET

EACH TABLET CONTAINS:
PERINDOPRIL TERT-BUTYLAMINE 4,0 mg
INDAPAMIDE 1,25 mg

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

BIOGARAN SOUTH AFRICA (PTY) LTD

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
SERVIER INDUSTRIES LTD. WICKLOW, IRELAND

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE

SERVIER INDUSTRIES LTD, WICKLOW, IRELAND
TECHNIKON LABORATORIES, ROBERTVILLE, RSA

LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE

SERVIER INDUSTRIES LTD. WICKLOW, IRELAND
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
BIOGARAN SA, RIVONIA, RSA

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/7.1.3/0028
Name of medicine: PREXUM PLUS
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
PERINDOPRIL TERT-BUTYLAMINE 4,0 mg
INDAPAMIDE 1,25 mg
Conditions of registration:  1,2,3.4,5,6,7
Applicant: BIOGARAN SOUTH AFRICA (PTY) LTD
Manufacturer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
SERVIER INDUSTRIES LTD. WICKLOW, IRELAND
Packer: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE

SERVIER INDUSTRIES LTD. WICKLOW, IRELAND
TECHNIKON LABORATORIES, ROBERTVILLE, RSA

Laboratory: LES LABORATOIRES SERVIER INDUSTRIE, GIDY,
FRANCE
SERVIER INDUSTRIES LTD, WICKLOW, IRELAND
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
BIOGARAN SA, RIVONIA, RSA

Shelf-life: _ 36 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/13.4.1/0029

ROLAB-CLOBETASOL PROPIONATE 0,05 %

CREAM

EACH 100,0 g CREAM CONTAINS:
CLOBETASOL PROPIONATE 0,05¢g

1,23, 4,5,6,7

ROLAB (PTY) LTD

TACO PHARMACEUTICAL. ONTARIO, CANADA

TACO PHARMACEUTICAL, ONTARIO, CANADA
NOVARTIS, SPARTAN, KEMPTON PARK

TACO PHARMACEUTI AL, ONTARIO, CANADA
NOVARTIS, SPARTAN. KEMPTON PARK

48 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number: 38/5.2/0050

Name of medicine: PHARMA DYNAMICS BISOPROLOL 5
Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:

BISOPROLOL FUMARATE 5,0 mg

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

Applicant: PHARMA DYNAMICS (PTY) LTD
Manufacturer: NICHE GENERICS LTD, DUBLIN, IRELAND
Packer: NICHE GENERICS LTD, DUBLIN, IRELAND

CHANELLE MEDICAL LTD, GALWAY, IRELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
PHARMACEUTICAL ENTERPRISES. N'DABENI, RSA

Laboratory: NICHE GENERICS LTD, DUBLIN, IRELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA
PHARMA DYNAMICS, WESTLAKE. RSA

Shelf-life: 36 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.2/0051

BILOCOR 10

TABLET

EACH TABLET CONTAINS:
BISOPROLOL FUMARATE 10,0 mg

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

PHARMA DYNAMICS (PTY) L.TD

NICHE GENERICS LTD, DUBLIN, IRELAND

NICHE GENERICS LTD, DUBLIN. IRELAND
CHANELLE MEDICAL LTD. GALWAY. IRELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
PHARMACEUTICAL ENTERPRISES. N'DABENI, RSA

NICHE GENERICS LTD, DUBLIN, IRELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

PHARMA DYNAMICS, WESTLAKE. RSA

36 months

8 APRIL 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.2/0052

PHARMA DYNAMICS BISOPROLOL 10

TABLET

EACH TABLET CONTAINS:
BISOPROLOL FUMARATE 10,0 mg

1,2,3.4,5,6,7

PHARMA DYNAMICS (PTY) L.TD

NICHE GENERICS LTD. DUBLIN. IRELAND

NICHE GENERICS LTD, DUBLIN. IRELAND
CHANELLE MEDICAL LTD. GALWAY, IRELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE. JOHANNESBURG, RSA
PHARMACEUTICAL ENTERPRISES. N'DABENI, RSA

NICHE GENERICS LTD, DUBLIN. IRELAND
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

PHARMA DYNAMICS, WESTLAKE. RSA

36 months

8 APRIL 2005
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.2/0053

BILOCOR 5

TABLET

EACH TABLET CONTAINS:
BISOPROLOL FUMARATE 5,0 mg

Lo 3,%,5,6,1

PHARMA DYNAMICS (PTY) LTD

NICHE GENERICS LTD. DUBLIN, IRELAND

NICHE GENERICS LTD. DUBLIN, IRELAND
CHANELLE MEDICAL LTD. GALWAY. IRELAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA
PHARMACEUTICAL ENTERPRISES. N'DABENI, RSA

NICHE GENERICS LTD, DUBLIN, IRELAND
CONSULTING CHEMICAL LABORATORIES,

STAR STREET, BOKSBURG. RSA
PHARMA DYNAMICS, WESTLAKE. RSA

36 months

8 APRIL 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/21.8.2/0055

HELM CYPROTERONE ACETATE 2,00 MG
ETHINYLESTRADIOL 0,035 MG

TABLET

EACH TABLET CONTAINS:

CYPROTERONE ACETATE 2.0 mg

ETHINYLESTRADIOL 0.035 mg
1,2,3,4,5,6,1

MEDWICH PHARMA (PTY) LTD

HAUPT PHARMA MUNSTER GmbH. MUNSTER,
GERMANY

HAUPT PHARMA MUNSTER GmbH. MUNSTER,
GERMANY

HAUPT PHARMA MUNSTER GmbH. MUNSTER,
GERMANY

CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. RSA

MEDWICH PHARMA, PRETORIA, RSA

24months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.2/0058

AUSTELL-FLUCONAZOLE 150 MG CAPSULES

CAPSULE

EACH CAPSULE CONTAINS:
FLUCONAZOLE .....covveevveeveenan, 150,0 mg

1,2,5,4.3,8,7

AUSTELL LABORATORIES (PTY) LTD

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA

IPCA LABORATORIES LTD, NAGAR HAVELI, INDIA

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

INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BOKSBURG, RSA

AUSTELL LABORATORIES, ROSEBANK,
JOHANNESBURG, RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicani:

Manufacturer:

Packer:

Labeoratory:

Shelf-life:

Date of registration:

38/20.1.1/0075

FRESENIUS-CEFTRIAXONE 2 G

INJECTION

EACH VIAL CONTAINS:

CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE 2000,0 mg

1,2.3.4,5,6,7

BODENE (PTY) LTD

BIOCHEMIE GmbH. KUMDL. AUSTRIA
BIOCHEMIE GmbH. KUNDL. AUSTEIA
BIOCHEMIE GmbH. KUNDL. AUSTRIA
BODENE. KORSTEN, PORT =LIZABETH

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/20.1.1/0076

Name of medicine: FRESENIUS-CEFTRIAXONE 1 G

Dosage form: INJECTION

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

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

Applicant: BODENE (PTY) LTD

Manufacturer: BIOCHEMIE GmbH. KUNDL. AUSTEIA
Packer: BIOCHEMIE GmbH. KUNDL. AUSTRIA
Laboratory: BIOCHEMIE GmbH. KUNDL. AUSTRIA

BODENE, KORSTEN, PORT ZLIZABETH

Shelf-life: 36 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0077

FRESENIUS-CEFTRIAXONE 500 MG

INJECTION

EACH VIAL CONTAINS:

CEFTRIAXONE SODIUM EQUIVALENT TO

CEFTRIAXONE 500,0 mg
1,2.3,4,5,6,7

BODENE (PTY) LTD

BIOCHEMIE GmbH. KUNDL. AUSTRIA
BIOCHEMIE GmbH. KUNDL. AUSTRIA
BIOCHEMIE GmbH. KUNDL. AUSTRIA
BODENE, KORSTEN, PORT =LIZABETH

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0078
FRESENIUS-CEFTRIAXONE 250 MG
INJECTION

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

1,2,3,4,5,6,7
BODENE (PTY) LTD

BIOCHEMIE GmbH. KUNDL. AUSTRIA
BIOCHEMIE GmbH. KUNDL. AUSTRIA
BIOCHEMIE GmbH. KUNDL. AUSTRIA
BODENE, KORSTEN, PORT ELIZABETH

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/5.2/0080

Name of medicine: BETACOR 5

Dosage form: TABLET

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

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

Applicant: MERCK (PTY) LTD
Manufacturer: MERCK KgaA, DARMSTADT, GERMANY
Packer: MERCK PHARMACEUTICAL MANUFACTURING

WADEVILLE, GERMISTON, RSA
SCHERING-PLOUGH, ISANDO, RSA

Laboratory: MERCK KgaA, DARMSTADT, GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA
MERCK PHARMACEUTICAL MANUFACTURING
WADEVILLE, GERMISTON, RSA
MERCK, MODDERFONTEIN, RSA

Shelf-life: 48 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.2/0081

BETACOR 10

TABLET

EACH TABLET CONTAINS:
BISOPROLOL FUMARATE 10,0 mg

1,2,.3.4.5,6,7

MERCK (PTY) LTD

MERCK KgaA, DARMSTADT, GERMANY

MERCK PHARMACEUTICAL MANUFACTURING
WADEVILLE, GERMISTON, RSA
SCHERING-PLOUGH, ISANDO, RSA

MERCK KgaA, DARMSTADT, GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

MERCK PHARMACEUTICAL MANUFACTURING
WADEVILLE, GERMISTON, RSA

MERCK, MODDERFONTEIN, RSA

48 months

11 FEBRUARY 2005

27785—2
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MRF 15 (MBR 15)
Registration number: 38/1.2/0090
Name of medicine: SANDOZ-CITALOPRAM 20
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CITALOPRAM HYDROBROMIDE EQUIVALENT TO
CITALOPRAM 20,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Laboratory: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005

G05-062823—3 27785—3
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MRF 15 (MBR 15)
Registration number: 38/1.2/0091
Name of medicine: SANDOZ-CITALOPRAM 40
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
CITALOPRAM HYDROBROMIDE EQUIVALENT TO
CITALOPRAM 40,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Laboratory: - NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

Shelf-life: 24 months

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

Registration number: 38/20.2.2/0098

Name of medicine: CIPLA-FLUCONAZOLE 50

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE .....covviiiiniinininnnn 50,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

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

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.2/0099

CIPLA-FLUCONAZOLE 150

CAPSULE

EACH CAPSULE CONTAINS:

FLUCONAZOLE - cvoissesinmsimsitssanmmasans 150,0 mg

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

CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE,
RSA

24 months

2 JULY 2004
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MREF 15 (MBR 15)

Registration number: 38/20.2.2/0100

Name of medicine: CIPLA-FLUCONAZOLE 200

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FPLUCONAZOLE oonvvivisasssnanunmin 200,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

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

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.2/0101

DIFLUZOLE 50

CAPSULE

EACH CAPSULE CONTAINS:

FLUCONAZOLE .......cooovvvininnnnnnn 50.0 mg

1,2,3,4,5,0,7

CIPLA-MEDPRO (PTY) LTD

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA MEDPRO, ROSENPARK, BELI.VILLE,
RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)
Registration number: 38/20.2.2/0103
Name of medicine: DIFLUZOLE 200
Dosage form: CAPSULE
Active ingredients: EACH CAPSULE CONTAINS:

FLUCONAZOLE ..o vuuuninmivmuinvors 200,0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD
Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA MEDPRO, ROSENPARK, BELLVILLE,
RSA
Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.8/0112

AP LAMZID

TABLET

EACH TABLET CONTAINS:

Lamivuding ..................... 150,0 mg
Zidovudine ...................... 300,0 mg
1,2,3,4,5,6,7
PHARMACARE LIMITED

LENNON LIMITED, KORSTEN, PORT ELIZABETH
SAD SELF MEDICATION, WILSONIA. EAST
LONDON, RSA

LENNON LIMITED, KORSTEN, PORT ELIZABETH
SAD SELF MEDICATION, WILSONIA. EAST
LONDON, RSA

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

PORT ELIZABETH, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.8/0128.

ACITAB-400 DT

TABLET

EACH TABLET CONTAINS:
ACYCLOVIR 400,0 mg

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

CIPLA-MEDPRO (PTY) LTD

CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/20.2.8/0129

Name of medicine: ACITAB-200 DT

Dosage form: TABLET

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

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
Packer: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA

CIPLA-MEDPRO, ROSENPARK, BELLVILLE

Shelf-life: 36 months

Date of registration: 3 JUNE 2005




STAATSKOERANT, 29 JULIE 2005 No. 27785 363

MRF 15 (MBR 15)

Registration number: 38/20.2.8/0130

Name of medicine: ACITAB-800 DT

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
ACYCLOVIR 800.0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
Packer: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA

CIPLA-MEDPRO, ROSENPARK, BELLVILLE

Shelf-life: 36 months

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

Registration number: 38/20.1.1/0131

Name of medicine: CIPLA-CEFUROXIME-500

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFUROXIME AXETIL EQUIVALENT TO
CEFUROXIME 500,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: OKASA PHARMA PVT LTD, SATARA, INDIA

Packer: OKASA PHARMA PVT LTD, SATARA, INDIA

Laboratory: OKASA PHARMA PVT LTD, SATARA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE,
RSA

Shelf-life: 18 months

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

Registration number: 38/20.1.1/0132

Name of medicine: CIPLA-CEFUROXIME-250

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFUROXIME AXETIL EQUIVALENT TO
CEFUROXIME 250,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: OKASA PHARMA PVT LTD, SATARA, INDIA

Packer: OKASA PHARMA PVT LTD, SATARA, INDIA

Laboratory: OKASA PHARMA PVT LTD, SATARA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE,
RSA

Shelf-life: 18 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of regijstration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0146

PHARMA DYNAMICS AMLODIPINE 5 MG

TABLET

EACH TABLET CONTAINS:

AMLODIPINE MALEATE EQUIVALENT TO
AMLODIPINE 5.0

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

PHARMA DYNAMICS (PTY) LTD

KRKA d.d. NOVO MESTO, NOVO MES 1O, SLOVENIA

KRKA d.d. NOVO MESTO, NOVO ME = 1), SLOVENIA
DIVPHARM MANUFACTURING & P/ “"KAGING,
LONGDALE, JOHANNESBURG, RS2

TECHNIKON LABORATORIES, FLOF "' 1.5 RSA
PHARMACEUTICAL ENTERPRISES. ! [}ABENL KSA

KRKA d.d. NOVO MESTO, NOVO MES 0. SLOVENIA
CONSULTING CHEMICAL LABORATORIES. STAR
STREET, BOKSBURG, RSA

PHARMA DYNAMICS, WESTLAKE. RS A

24 months

17 SEPTEMBER 2004
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0147

AMLOC 10 MG

TABLET

EACH TABLET CONTAINS:
AMLODIPINE MALEATE EQUIVALENT TO
AMLODIPINE 10.0 mg

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

PHARMA DYNAMICS (PTY) LTD

KRKA d.d. NOVC MESTO, NOVO M. 7. SLOVENIA

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

TECHNIKON LABORATORIES, FLORID A. RSA
PHARMACEUTICAL ENTERPRISES, N'DABENIL RSA

CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA

PHARMA DYNAMICS, WESTLAKE, I\ "%

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number: 38/34/0171

Name of medicine: NUVARING

Dosage form: VAGINAL RING

Active ingredients: EACH RING CONTAINS:
ETONOGESTREL 11,7 MG
ETHINYK ESTRADIOL 2,7 MG

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

Applicant: DONMED PHARMACEUTICALS (PTY) LTD
Manufacturer: NV ORGANON, OSS, THE NETHERLANDS
Packer: NV ORGANON, OSS, THE NETHERLANDS

ORGANON, DUBLIN, IRELAND
ADCOCK INGRAM, WADEVILLE, RSA

Laboratory: NV ORGANON, OSS, THE NETHERLANDS
ORGANON, DUBLIN, IRELAND
ADCOCK INGRAM, WADEVILLE, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/34/0172

EXTRANEAL

SOLUTION

EACH 1000 ml SOLUTION CONTAINS:

[CODEXTRIN 750¢
SODIUM CHLORIDE 54¢
SODIUM LACTATE 45¢g

CALCIUM CHLORIDE 257,0 mg
MAGNESIUM CHLORIDE 51,0 mg

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

ADCOCK INGRAM CRITICAL CARE (PTY) LTD

BAXTER HEALTHCARE S.A., MAYO, [IRELAND
BAXTER HEALTHCARE S.A., MAYO, IRELAND
ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG

BAXTER HEALTHCARE S.A., MAYO, IRELAND

ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG

24 months

18 MARCH 2005
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MRF 15 (MBR 15)
Registration number: 38/20.1.1/0174
Name of medicine: KLARITHRAN SUSPENSION 125 MG/5 ML
Dosage form: SUSPENSION
Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:

CLARITHROMYCIN 125,0 mg

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

Applicant: RANBAXY (SA) (PTY)LTD

Manufacturer: RANBAXY LABORATORIES L.TD, DEWAS, INDIA
Packer: RANBAXY LABORATORIES L.TD, DEWAS, INDIA
Laboratory: RANBAXY LABORATORIES LTD, DEWAS, INDIA

CENTRE FOR QUALITY ASSURANCE, UNIVERSITY,
POTCHEFSTROOM, RSA -

KHULULEKANI LABORATORY SERVICES,
MIDRAND, RSA

RANBAXY, CENTURION. RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005
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MRF 15 (MBR 15)
Registration number: 38/20.1.1/0175
Name of medicine: KLARITHRAN SUSPENSION 250 MG/5 ML
Dosage form: SUSPENSION
Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:

CLARITHROMYCIN 250,0 mg

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

Applicant: RANBAXY (SA) (PTY) LTD

Manufacturer: RANBAXY LABORATORIES L.TD, DEWAS, INDIA
Packer: RANBAXY LABORATORIES L.TD, DEWAS, INDIA
Laboratory: RANBAXY LABORATORIES L.TD, DEWAS, INDIA

CENTRE FOR QUALITY ASSURANCE, UNIVERSITY,
POTCHEFSTROOM, RSA

KHULULEKANI LABORATORY SERVICES,
MIDRAND, RSA

RANBAXY, CENTURION. RGA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/26/0179

PEGASYS 135

INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
PEGINTERFERON ALFA-2a 135.0 ug

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

ROCHE PRODUCTS (PTY) LTD

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

F. HOFFMANN-LA ROCHE, KAISERAUGST,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,

GERMANY
ROCHE PRODUCTS, ISANDO, RSA

24 months

11 FEBRUARY 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/26/0180

PEGASYS 180

INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
PEGINTERFERON ALFA-2a 180,0 ug

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

ROCHE PRODUCTS (PTY) LTD

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

F. HOFFMANN-LA ROCHE, KAISERAUGST,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE DIAGNOSTICS GmbH, MANNHEIM,

GERMANY
ROCHE PRODUCTS, ISANDO, RSA

24 months

11 FEBRUARY 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.8/0181

COPEGUS 200

TABLET

EACH TABLET CONTAINS:
RIBAVIRIN 200,0 mg

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

ROCHE PRODUCTS (PTY) LTD

HOFFMANN-LA ROCHE INC, NUTLEY,
NEW JERSEY, USA
PATHEON INC, ONTARIO, CANADA

HOFFMANN-LA ROCHE INC, NUTLEY,
NEW JERSEY, USA
PATHEON INC, ONTARIO, CANADA

'F HOFFMANN-LA ROCHE, KAISERAUGST,

SWITZERLAND
ROCHE PRODUCTS, ISANDO, RSA

HOFFMANN-LA ROCHE INC, NUTLEY,

NEW JERSEY, USA

PATHEON INC, ONTARIO, CANADA
HOFFMANN-LA ROCHE AG, GRENZACH-WYHLEN,
GERMANY

F HOFFMANN-LA ROCHE, BASEL, SWITZERLAND
ROCHE PRODUCTS, ISANDO, RSA

24 months

11 FEBRUARY 2005



STAATSKOERANT, 29 JULIE 2005 No. 27785

375

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0183

AMLOC 5 MG

TABLET

EACH TABLET CONTAINS:
AMLODIPINE MALEATE EQUIVALENT TO)
AMLODIPINE 5.0 me

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

PHARMA DYNAMICS (PTY) LTD

KRKA d.d. NOVO MESTO, NOVO M. ). SLOVENIA

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

TECHNIKON LABORATORIES, FLOR!DA. RSA
PHARMACEUTICAL ENTERPRISES. N'DABENI. RSA

KRKA d.d. NOVO MESTO, NOVO M['5 10, SLOVENIA
CONSULTING CHEMICAL LABORATCORILS. STAR
STREET, BOKSBURG, RSA

PHARMA DYNAMICS, WESTLAKE. R& 1,

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0184

PHARMA DYNAMICS AMLODIPINF "0 M

TABLET

EACH TABLET CONTAINS:

AMLODIPINE MALEATE EQUIVALENT TO
AMLODIPINE 10.0 mg
1,2,3,4,5,6,7

PHARMA DYNAMICS (PTY) LTD

KRKA d.d. NOVO MESTO, NOVO MEF €1, SLOVENIA

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

TECHNIKON LABORATORIES, FLORI? A, RSA
PHARMACEUTICAL ENTERPRISES. M I3ABENI, RSA

KRKA d.d. NOVO MESTO, NOVO MI"5 "), SLOVENIA
CONSULTING CHEMICAL LABORA T RIS, STAK
STREET, BOKSBURG, RSA

PHARMA DYNAMICS, WESTLAKE. : &

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/15.4/0185

OCUPROST

EYE DROPS

EACH 1,0 ml SOLUTION CONTAINS:
LATANOPROST 50,0 UG

e i -
ARROW PHARMA SOUTH AFRICA (PTY) LTD
AUTOMATIC LIQUID PACKAGING, WOODSTOCK,
ILLINOIS, USA
AUTOMATIC LIQUID PACKAGING, WOODSTOCK,
ILLINOIS, USA
PCI SERVICES, WOODSTOCK, ILLINOIS, USA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG
MAGELLAN LABORATORIES, MORRISVILLE,

NORTH CAROLINA, USA
ARROW PHARMA, WADEVILLE, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/2.2/0190

ASPEN MIDAZOLAM 50 MG/10 ML

INJECTION

EACH 10,0 ml SOLUTION CONTAINS:
MIDAZOLAM HYDROCHLORIDE EQUIVALENT TO
MIDAZOLAM 50,0 mg

L24.3,4,.5.8,7

TRIOMED (PTY) LTD

PHARMA HAMELN GmbH, HAMELN, GERMANY
PHARMA HAMELN GmbH, HAMELN, GERMANY
PHARMA HAMELN GmbH, HAMELN, GERMANY
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL

SERVICES, BARDENE, BOKSBURG, RSA
TRIOMED, PINELANDS, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life;

Date of registration:

38/20.1.1/0191

SPEC-CIPROFLOXACIN 200

INFUSION

EACH 100,0 ml SOLUTION CONTAINS:
CIPROFLOXACIN LACTATE EQUIVALENT TO
CIPROFLOXACIN 200.0 mg

1,2,3,4.5,6,7

SPECPHARM (PTY) LTD

ELPEN PHARMACEUTICAL CO, PIK7 i MI-ATTICA.
GREECE

ELPEN PHARMACEUTICAL CO, PIKTRMI-ATTICA.

GREECE

ELPEN PHARMACEUTICAL CO, PIKERMI-ATTICA.
GREECE

ANALYTICON, KEMPTIN PARK, R~
SPECPHARM, RANDBURG, RSA

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.10/0198

DANTRON 4 MG TABLETS

TABLET

EACH TABLET CONTAINS:
ONDANSETRON DIHYDRATE EQUIVALENT TO
ONDANSETRON 4,0 mg

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

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

HEXAL A.G., HOLZKIRCHEN, GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, RSA

HEXAL A.G., HOLZKIRCHEN, GERMANY
SALUTAS PHARMA, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKABURG, RSA

ANALYTICON, KEMPTON PARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/5.10/0199

DANTRON 8 MG TABLETS

TABLET

EACH TABLET CONTAINS:
ONDANSETRON DIHYDRATE EQUIVALENT TO
ONDANSETRON 8.0 mg

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

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

HEXAL A.G., HOLZKIRCHEN, GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, RSA

HEXAL A.G., HOLZKIRCHEN, GERMANY
SALUTAS PHARMA, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKABURG, RSA

ANALYTICON, KEMPTON PARK, RSA

HEXAL PHARMA, WESTMEAD, RSA

24 months

18 MARCH 2005
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0209

DAZOSYN 1 MG

TABLET

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

1,2,3,4,5:6,7
GENERIX INTERNATIONAL (S.A.) (PTY) LTD

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
CONSULTING CHEMICAL LABS, STAR STREET,
BOKSBURG, RSA

GENERIX INTERNATIONAL, ATHLONE,

CAPE TOWN, RSA

48 months

11 FEBRUARY 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.8/0215

ZIDOVIR-300

TABLET

EACH TABLET CONTAINS:

ZIDOVUIDINE <ccvuisnssssssiniies 300 mg

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

CIPLA-MEDPRO (PTY) LTD

CIPLA LTD, VIKHROLI, MUMBALI, INDIA

CIPLA LTD, VIKHROLI, MUMBALI, INDIA

CIPLA LTD, VIKHROLI, MUMBALI, INDIA
CIPLA-MEDPRO, ROSENPARK, BELVILLE, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.1/0218
DAZOSYN 4 MG
TABLET

EACH TABLET CONTAINS:
DOXAZOSIN MESYLATE EQUIVALENT TO
DOXAZOSIN 4,0 mg

1,2,3,4,5,6,7
GENERIX INTERNATIONAL (S.A.) (PTY) LTD

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
CONSULTING CHEMICAL LABS, STAR STREET,
BOKSBURG, RSA

GENERIX INTERNATIONAL, ATHLONE,

CAPE TOWN, RSA

48 months

11 FEBRUARY 2005

27785—3
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MRF 15 (MBR 15)

Registration number: 38/20.2.8/0230
Name of medicine: ASPEN-ZIDOVUDINE 300 MG
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
ZIDOVUDINE . ool issmianapeiis 300,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: LENNON LIMITED, KORSTEN, PORT ELIZABETH
Packer: LENNON LIMITED, KORSTEN, PORT ELIZABETH
Laboratory: LENNON LIMITED, KORSTEN, PORT ELIZABETH

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, LTD

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY. POTCHEFSTROOM, RSA
PHARMACARE, KORSTEN, PORT ELIZABETH, RSA

Shelf-life: 24 months

Date of registration: 2 JULY 2004

G05-062823—4 27785—4
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MRF 15 (MBR 15)

Registration number: 38/20.2.8/0240

Name of medicine: ASPEN NEVIRAPINE 200 MG

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
NEVIRAPINE .covunicunivsniin 200,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: LENNON LIMITED, KORSTEN, PORT ELIZABETH

Packer: LENNON LIMITED, KORSTEN, PORT ELIZABETH

Laboratory: LENNON LIMITED, KORSTEN, PORT ELIZABETH
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, POTCHEFSTROOM, RSA
PHARMACARE LTD, KORSTEN, PORT ELIZABETH

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.2/0264

. APEX-CLAVUTIN SF (POWDER FOR

SUSPENSION FORTE)

POWDER

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

AMOXYCILLIN 250,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 62,5 mg

L2324 5.6,7

CAMOX PHARMACEUTICALS (PTY) LTD

MEDREICH STERILAB. BANGALORE. INDIA
MEDREICH STERILAB. BANGALORE. INDIA

MEDREICH STERILAB, BANGALORE. INDIA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BOKSBURG, RSA

INSPECTORATE M&L, ORMONDE. JOHANNESBURG
CAMOX PHARMACEUTICALS. SAXONWOLD, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/34/0275

MERCK-CEFTRIAXONE WFI

INJECTION

EACH 5,0 ml VIAL CONTAINS:

WATER FOR INJECTIONS ............... 5,0 ml

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

MERCK GENERICS RSA (PTY) LTD

LABORATOROIS INIBSA S.A., BARCELONA, SPAIN

LABORATOROIS INIBSA S.A., BARCELONA, SPAIN
LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS RSA, MODDERFONTEIN, RSA

24 months

2 JULY 2004




STAATSKOERANT, 29 JULIE 2005 No. 27785

389

MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.5/0276

MERCK-SIMVASTATIN 40 MG

TABLET

EACH TABLET CONTAINS:

SIMVASTATIN 40,0 mg
1,2,3,4,35,6,7

MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACFUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
U.K.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
U.K.

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
U.K.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
U.K.

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0277

MERCK-CEFTRIAXONE 500 MG/2 ML

INJECTION

EACH 2,0 ml SOLUTION CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE .......coovveeveee, 500,0 mg

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

MERCK GENERICS RSA (PTY) LTD

LABORATOIRES INIBSA S.A., BARCELONA, SPAIN

LABORATOIRES INIBSA S.A., BARCELONA, SPAIN
LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA
MERCK GENERICS RSA, MODDERFONTEIN, RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)
Registration number: 38/3.1/0288
Name of medicine: ADCO-CLOFELAM 25
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAING:

DICLOFENAC POTASSIUM 25,0 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

Laboratory: DELTA LTD, HAFNARFIORDUR, ICELAND
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/3.1/0289
ADCO-CLOFELAM 50
TABLET

EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

1,2.3;4,5,6,7
ADCOCK INGRAM LIMITED

DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

DELTA LTD, HAFNARFJORDUR, ICELAND
ADCOCK INGRAM HEAI THCARE, WADEVILLE,
GERMISTON, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA

ADCOCK INGRAM LTD, BRYANSTON, RSA

24 months

3 JUNE 2005
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MREF.15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/21.2/0315

SANDOZ-GLIMEPIRIDE 1

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 1,0 mg

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

SANDOZ (PTY) LTD

NOVARTIS SA, SPARTAN, KEMPTON PARK
NOVARTIS SA, SPARTAN, KEMPTON PARK

NOVARTIS SA, SPARTAN, KEMPTON PARK

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/21.2/0316

SANDOZ-GLIMEPIRIDE 2

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 2,0 mg

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

SANDOZ (PTY) LTD

NOVARTIS SA, SPARTAN, KEMPTON PARK
NOVARTIS SA, SPARTAN, KEMPTON PARK

NOVARTIS SA, SPARTAN, KEMPTON PARK

24 months

3 JUNE 2005
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MRF 15 (MBR 15)
Registration number: 38/21.2/0317
Name of medicine: SANDOZ-GLIMEPIRIDE 3
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
GLIMEPIRIDE 3,0 mg

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

1,2,3,4,5,6,7
SANDOZ (PTY) LTD

NOVARTIS SA, SPARTAN, KEMPTON PARK
NOVARTIS SA, SPARTAN, KEMPTON PARK

NOVARTIS SA, SPARTAN, KEMPTON PARK
24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Corditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/21.2/0318

SANDOZ-GLIMEPIRIDE 4

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 4,0 mg

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

SANDOZ (PTY) LTD

NOVARTIS SA, SPARTAN, KEMPTON PARK
NOVARTIS SA, SPARTAN, KEMPTON PARK

NOVARTIS SA, SPARTAN, KEMPTON PARK

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: 38/20.1.2/0320

Name of medicine: CURAM 1,2 G20 ML

Dosage form: INJECTION

Active ingredients: EACH 20,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 1000,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 200,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: REIG JOFRE S.A., TOLEDO, SPAIN
Packer: REIG JOFRE S.A., TOLEDO, SPAIN
Laboratory: REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:;
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.2/0321

CURAM 1,2 G 50 ML

INJECTION

EACH 50,0 ml VIAL CONTAINS:

AMOXYCILLIN SODIUM EQUIVALENT TO

AMOXYCILLIN 1000,0 mg

POTASSIUM CLAVULANATE EQUIVALENT TO

CLAVULANIC ACID 200,0 mg
1,2,3.,4,5,6,7

SANDOZ (PTY) LTD

REIG JOFRE S.A., TOLEDOQO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK
24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: 38/20.1.2/0322

Name of medicine: CURAM 0,6 G 10 ML

Dosage form: INJECTION

Active ingredients: EACH 10,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 500,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 100,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: REIG JOFRE S.A., TOLEDO, SPAIN
Packer: REIG JOFRE S.A., TOLEDO, SPAIN
Laboratory: REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer;

Laboratory:

Shelf-life:

Date of registration:

38/20.1.2/0323

CURAM 0,6 G 20 ML

INJECTION

EACH 20,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 500,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 100,0 mg

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

SANDOZ (PTY) LTD

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK
24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: 38/20.1.2/0324

Name of medicine: SANDOZ-AMOCLAYV 1,2 G 20 ML

Dosage form: INJECTION

Active ingredients: EACH 20,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 1000,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 200,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: REIG JOFRE S.A., TOLEDO, SPAIN
Packer: REIG JOFRE S.A., TOLEDO, SPAIN
Laboratory: REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.2/0325

SANDOZ-AMOCLAV 1,2 G 50 ML

INJECTION

EACH 50,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 1000,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 200,0 mg

1,2, 3,4,5,6,7
SANDOZ (PTY) LTD

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK
24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: 38/20.1.2/0326

Name of medicine: SANDOZ-AMOCLAYV 0,6 G 10 ML

Dosage form: INJECTION

Active ingredients: EACH 10,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO
AMOXYCILLIN 500,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 100,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: . REIG JOFRE S.A., TOLEDO, SPAIN
Packer: REIG JOFRE S.A., TOLEDO, SPAIN
Laboratory: REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.2/0327

SANDOZ-AMOCLAV 0,6 G 20 ML

INJECTION

EACH 20,0 ml VIAL CONTAINS:
AMOXYCILLIN SODIUM EQUIVALENT TO

AMOXYCILLIN 500,0 mg

POTASSIUM CLAVULANATE EQUIVALENT TO

CLAVULANIC ACID 100,0 mg
1,2,3,4,5,6,7

SANDOZ (PTY) LTD

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

REIG JOFRE S.A., TOLEDO, SPAIN

NOVARTIS, SPARTAN, KEMPTON PARK
24 months

12 NOVEMBER 2004
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/34/0332

MERCK-CEFTRIAXONE DILUENT

INJECTION

EACH 2,0 ml AMPOULE CONTAINS:

WATER FOR INJECTIONS ............... 2,0 ml

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

MERCK GENERICS RSA (PTY) LTD

LABORATOROIS INIBSA S.A., BARCELONA, SPAIN
B BRAUN MEDICAL S.A., BARCELONA, SPAIN

LABORATOIRES INIBSA S.A., BARCELONA, SPAIN
B BRAUN MEDICAL S.A., BARCELONA, SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS RSA, MODDERFONTEIN, RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0333
MERCK-CEFTRIAXONE 1 G/3,5 ML
INJECTION

EACH 3,5 ml VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE ......covviieiiiennnnn. 1000,0 mg

1,2,3,4,5,6, 1
MERCK GENERICS RSA (PTY) LTD

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA
MERCK GENERICS RSA, MODDERFONTEIN, RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.5/0334
MERCK-SIMVASTATIN 10 MG
TABLET

EACH TABLET CONTAINS:
SIMVASTATIN 10,0 mg

1,2,3,4,5,6,7
MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
UK.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
UK.

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
U.K.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
U.K.

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MREF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/7.5/0335

MERCK-SIMVASTATIN 20 MG

TABLET

EACH TABLET CONTAINS:

SIMVASTATIN 20,0 mg
1.3, 3.4,5,6,7

MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
UK.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
UK.

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE,
U.K.

GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
U.K.

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.1.1/0336

MERCK-CEFTRIAXONE 1 G/10 ML

INJECTION

EACH 10,0 ml VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFIRIAXKOMNE ... 1000,0 mg

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

MERCK GENERICS RSA (PTY) LTD

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA
MERCK GENERICS RSA, MODDERFONTEIN, RSA

24 months

2 JULY 2004
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MRF 15 (MBR 15)

Registration number: 38/20.1.1/0337

Name of medicine: MERCK-CEFTRIAXONE 500 MG/5 MI.,

Dosage form: INJECTION

Active ingredients: EACH 5,0 ml VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAKONE o ciisoacinasviamsisn 500,0 mg

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

Packer: LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

Laboratory: LDP-LABORATOIRES TORLAN, BARCELONA,
SPAIN

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

38/20.2.8/0343

ASPEN LAMIVUDINE 150 MG

TABLET

EACH TABLET CONTAINS:
LAMIVUDINE 150 mg

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

PHARMACARE LIMITED

LENNON LTD, KORSTEN, PORT ELI”ABETH
SAD SELF MEDICATION, WILSONI .
EAST LONDON

LENNON LTD, KORSTEN, PORT ELiZABETH
SAD SELF MEDICATION, WILSONI.*.
EAST LONDON

LENNON LTD, KORSTEN, PORT EL!Z \BETH

SAD SELF MEDICATION, WILSONI ..

EAST LONDON

SOUTH AFRICAN BUREAU OF STANDARDS.
PRETORIA, RSA

RESEARCH INSTITUTE FOR PHARMN ACEUTICAL
SERVICES, POTCHEFSTROOM. RSA
PHARMACARE LTD, KORSTEN. PORT ELIZABETH

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

97/3.1/5

KETOFEN TABLETS 5 MG

TABLETS
EACH TABLET CONTAINS:
KETOPROFEN 5,0 mg

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

MERIAL SOUTH AFRICA (PTY) LTD

MERIAL SAS, TOULOUSE-CEDEX, FRANCE
MERIAL SAS, TOULOUSE-CEDEX, FRANCE
STAINER LABORATORY SERVICES,
FERNDALE, RSA

MERIAL, HALFWAY HOUSE, RSA

36 months

17 SEPTEMBER 2004
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

97/3.1/6

KETOFEN TABLETS 10 MG

TABLETS

EACH TABLET CONTAINS:
KETOPROFEN 10,0 mg

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

MERIAL SOUTH AFRICA (PTY) LTD

MERIAL SAS, TOULOUSE-CEDEX, FRANCE
MERIAL SAS, TOULOUSE-CEDEX. FRANCE
STAINER LABORATORY SERVICES,
FERNDALE, RSA

MERIAL, HALFWAY HOUSE, RSA

36 months

17 SEPTEMBER 2004

No. 27785 413
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MREF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

97/3.1/7

- KETOFEN TABLETS 20 MG

TABLETS

EACH TABLET CONTAINS:

KETOPROFEN 20,0 mg
1,2,3,4,5,6,7

MERIAL SOUTH AFRICA (PTY) LTD

MERIAL SAS, TOULOUSE-CEDEX, FRANCE
MERIAL SAS, TOULOUSE-CEDEX, FRANCE
STAINER LABORATORY SERVICES,
FERNDALE, RSA

MERIAL, HALFWAY HOUSE, RSA

36 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

97/3.1/11

KETOFEN 1 %

INJECTION

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

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

MERIAL SOUTH AFRICA (PTY) LTD

MERIAL SAS, TOULOUSE-CEDEX, FRANCE
MERIAL SAS, TOULOUSE-CEDEX, FRANCE
STAINER LABORATORY SERVICES,
FERNDALE, RSA

MERIAL, HALFWAY HOUSE, RSA

24 months

12 NOVEMBER 2004

No. 27785 415
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MRF 15 (MBR 15)

Registration number: A38/20.2.8/0339
Name of medicine: NEVIMUNE ORAL SUSPENSION
Dosage form: SUSPENSION
Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:
Nevirapine Hemihydrate equivalent to
15 T R P o S 50,0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA
Packer: CIPLA LTD, VIKHROLI, MUMBALI, INDIA
Laboratory: CIPLA LTD, VIKHROLI, MUMBALI, INIMA

CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA

Shelf-life: 24 months

Date of registration: 23 JULY 2004

27785—4
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MRF 15 (MBR 15)

Registration number: A38/21.5.1/344

Name of medicine: ASMABEC 50 CLICKHALER

Dosage form: INHALER

Active ingredients: EACH METERED ACTUATION CONTAINS:

BECLOMETHASONE DIPROPIONATE 50,0 ug

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

Packer: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

Laboratory: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK
ADCOCK INGRAM HEALTHCARE, WADEVILLE
ADCOCK INGRAM HEALTHCARE, CLAYVILLE
Shelf-life: 24 months

Date of registration: 12 NOVEMBER 2004

G05-062823—5 27785—5
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/21.5.1/345

ASMABEC 100 CLICKHALER

INHALER

EACH METERED ACTUATION CONTAINS:
BECLOMETHASONE DIPROPIONATE 100,0 ug

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

ADCOCK INGRAM LIMITED

MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK
ADCOCK INGRAM HEALTHCARE, WADEVILLE
ADCOCK INGRAM HEALTHCARE, CLAYVILLE
24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: A38/21.5.1/346

Name of medicine: ASMABEC 250 CLICKHALER

Dosage form: INHALER

Active ingredients: EACH METERED ACTUATION CONTAINS:

BECLOMETHASONE DIPROPIONATE 250,0 ug

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

Packer: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK

Laboratory: MIZA PHARMACEUTICALS, LANCASHIRE, UK
CELLTECH MANUFACTURING SERVICES, UK
ADCOCK INGRAM HEALTHCARE, WADEVILLE
ADCOCK INGRAM HEALTHCARE, CLAYVILLE
Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/7.1/0355

AMLOSYN 5 MG

TABLET

EACH TABLET CONTAINS:
AMLODIPINE MESYLATE EQUIVALENT TO
AMLODIPINE 5,0 mg

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

GENERIX INTERNATIONAL S.A. (PTY) LTD

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC. SLOVENSKA REPUBLIC

SIEGFRIED LTD, ZOFINGEN, SWITZIZRLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC, SLOVENSKA REPUBLIC
DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE, INDUSTRIA, JOHANNESBURG

SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC. SLOVENSKA REPUBLIC
CONSULTING‘CHERMICAL LABS. STAR STREET,
BOKSBURG, RSA

GENERIX INTERNATIONAL S.A., ATHLONE,

CAPE TOWN, RSA

36 months

11 FEBRUARY 2005
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MRF 15 (MBR 15)

Registration number: A38/7.1/0356

Name of medicine: AMLOSYN 10 MG

Dosage form: TABLET

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

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

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

Manufacturer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC, SLOVENSKA REPUBLIC

Packer: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC, SLOVENSKA REPUBLIC
DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE, INDUSTRIA. JOHANNESBURG

Laboratory: SIEGFRIED LTD, ZOFINGEN, SWITZERLAND
ZENTIVA A.S., PRAGUE, CZECH REPUBLIC
ZENTIVA A.S., HLOHOVEC, SLOVENSKA REPUBLIC
CONSULTING CHERMICAL LABS. STAR STREET,
BOKSBURG, RSA
GENERIX INTERNATIONAL S.A.. ATHLONE,
CAPE TOWN, RSA

Shelf-life: 36 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.8/0357

ASPEN LAMIVUDINE SYRUP

SOLUTION

EACH 1,0 ml SOLUTION CONTAINS:
LAMIVUDINE .................... 10,0 mg

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

PHARMACARE LIMITED

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

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

LENNON LIMITED, KORSTEN, PORT ELIZABETH
SAD SELF MEDICATION, WILSONIA,EAST LONDON
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, POTCHEFSTROOM, RSA

PHARMACARE LTD, KORSTEN, PORT ELIZABETH

24 months

12 NOVEMBER 2004
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MREF 15 (MBR 15)
Registration number: A38/7.5/0370
Name of medicine: CIPLA-SIMVASTATIN 40
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:

SIMVASTATIN 40,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH. MAHARASHTRA, INDIA

CIPLA LIFE SCIENCES, ROSENPARK. BELLVILLE

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/7.5/0372

SIMCARD 40

TABLET

EACH TABLET CONTAINS:
SIMVASTATIN 40,0 mg

1:2,3,4,5,68,7

CIPLA-MEDPRO (PTY) LTD
CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLVILLE

24 months

11 FEBRUARY 2005
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MREF 15 (MBR 15)

Registration number: A38/11.4.3/0384

Name of medicine: NEXIAM 40 MG IV

Dosage form: POWDER

Active ingredients: EACH VIAL CONTAINS:
ESOMEPRAZOLE SODIUM EQUIVALENT TO
ESOMEPRAZOLE 40.0 mg

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

Applicant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD
Manufacturer: ASTRAZENECA AB, SODERTALIJE, SWEDEN
Packer: ASTRAZENECA AB, SODERTALJE, SWEDEN

ASTRAZENECA , ALRODE, ALBERTON,RSA

Laboratory: ASTRAZENECA AB, SODERTALIJE. SWEDEN
ASTRAZENECA , ALRODE, ALBERTON,RSA
ANALYTICON, KEMPTON PARK, RSA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG

Shelf-life: 24 months

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

Registration number: A38/8.3/0391

Name of medicine: RECORMON 60 000 FOR RECO-PEN

Dosage form: INJECTION

Active ingredients: EACH CARTRIDGE CONTAINS:
EPOETIN BETA 60 000,0 iu

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

Applicant: ROCHE PRODUCTS (PTY) LTD

Manufacturer: VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

Packer: VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

Laboratory: VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

Shelf-life: 24 months

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

Registration number: A38/21.2/0432

Name of medicine: ADCO-GLIMEPIRIDE 1

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
GLIMEPIRIDE 1,0 mg

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

Applicant: ADCOCK INGRAM LINMITED

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Laboratory: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/21.2/0433

ADCO-GLIMEPIRIDE 2

TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 2,0 mg

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

ADCOCK INGRAM LIMITED

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

ADCOCK INGRAM LTD, BRYANSTON, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: A38/21.2/0434

Name of medicine: ADCO-GLIMEPIRIDE 4

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
GLIMEPIRIDE 4,0 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Packer: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA
Laboratory: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

ADCOCK INGRAM HEAL THCARE, WADEVILLE,
GERMISTON, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/5.10/0435

CIPLA-ONDANSETRON 4

TABLET

EACH TABLET CONTAINS:

ONDANSETRON HYDROCHLORIDE EQUIVALENT

TO ONDANSETRON 4,0 mg
1,2,3,4,5,6,7

CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LIFE SCIENCES, ROSENPARK,
DURBANVILLE, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: A38/5.10/0436

Name of medicine: CIPLA-ONDANSETRON 38

Dosage form: TABLET

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

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LIFE SCIENCES, ROSENPARK,
DURBANVILLE, RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005




432 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005

MRF 15 (MBR 15)

Registration number: A38/5.10/0437
Name of medicine: ZANTRON-4
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
ONDANSETRON 4,0 mg
Conditions of registration:  1,2,3,4,5,6,7
Applicant: CIPLA-MEDPRO (PTY) LTD
Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA-MEDPRO, ROSENPARK, BELLVILLE

Shelf-life: 24 months

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

Registration number: A38/5.10/0438

Name of medicine: ZANTRON-8

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:

ONDANSETRON 8,0 mg

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: ' CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA-MEDPRO, ROSENPARK, BELLVILLE

Shelf-life: 24 months

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

Registration number: A38/20.2.2/0451

Name of medicine: APEX-FLUCONAZOLE 50 MG CAPSULES

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE 50,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: IPCA LABORATORIES, NAGAR HAVELL, INDIA

Packer: IPCA LABORATORIES, NAGAR HAVELI, INDIA

Laboratory: IPCA LABORATORIES, NAGAR HAVELI, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BOKSBURG, RSA

INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, SAXONWOLD, RSA

Shelf-life: 24 months

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

Registration number: A38/20.2.2/0452

Name of medicine: APEX-FLUCONAZOLE 150 MG CAPSULES

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE 150,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: [PCA LABORATORIES, NAGAR HAVELIL, INDIA

Packer: IPCA LABORATORIES, NAGAR HAVELI, INDIA

Laboratory: IPCA LABORATORIES, NAGAR HAVELI INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

INSTITUTE FOR PHARMACEUTICAL SERVICES
BOKSBURG, RSA

INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, SAXONWOLD, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.2/0453

APEX-FLUCONAZOLE 200 MG CAPSULES

CAPSULE

EACH CAPSULE CONTAINS:
FLUCONAZOLE 200,0 mg

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

CAMOX PHARMACEUTICALS (PTY) LTD
IPCA LABORATORIES, NAGAR HAVELI, INDIA
IPCA LABORATORIES, NAGAR HAVELI, INDIA

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

INSTITUTE FOR PHARMACEUTICAL SERVICES,
BOKSBURG, RSA

INSPECTORATE M&L, ORMONDE, JOHANNESBURG
CAMOX PHARMACEUTICALS, SAXONWOLD, RSA

24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: A38/1.2/0485

Name of medicine: CIPLA-CITALOPRAM HYDROBROMIDE 10

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CITALOPRAM HYDROBROMIDE EQUIVALENT TO
CITALOPRAM 10,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD
Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LIFE SCIENCES, ROSENPARK, RSA

Shelf-life: 24 months

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

Registration number: A38/1.2/0486

Name of medicine: CIPLA-CITALOPRAM HYDROBROMIDE 20

Dosage form: TABLET

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

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: - CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

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

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:;
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/1.2/0488
DEPRAMIL 10
TABLET

EACH TABLET CONTAINS:
CITALOPRAM HYDROBROMIDE EQUIVALENT TO
CITALOPRAM 10,0 mg

1,2,3:4,5,6,7
CIPLA-MEDPRO (PTY) LTD

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
CIPLA-MEDPRO, ROSENPARK, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number: A38/1.2/0489

Name of medicine: DEPRAMIL 20

Dosage form: TABLET

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

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA

CIPLA-MEDPRO, ROSENPARK, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/5.7.1/0491

CIPLA-LORATADINE

TABLET

EACH TABLET CONTAINS:

LORATADINE 10,0 MG
1,2,3,4,5,6,7

CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, VIKHROLI, MUMBALI. INDIA
CIPLA LTD, VIKHROLI. MUMBAL, INDIA
CIPLA LTD, VIKHROLI, MUMBALI, INDIA
CIPLA LIFE SCIENCES, ROSENPARK. RSA

24 months

8 APRIL 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/10.2.1/0493

FORADIL CERTIHALER

INHALATION POWDER

EACH METERED INHALATION CONTAINS:
FORMOTEROL FUMARATE 10,0 ug

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

NOVARTIS SOUTH AFRICA (PTY) LTD

SKYEPHARMA PRODUCTION, CEDEX, FRANCE

SKYEPHARMA PRODUCTION, CEDEX, FRANCE
NOVARTIS PHARMA GmbH, BADEN, GERMANY
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

SKYEPHARMA PRODUCTION, CEDEX, FRANCE
NOVARTIS PHARMA GmbH, BADEN, GERMANY
NOVARTIS PHARMANALYTICA SA, LOCARNO,
SWITZERLAND

NOVARTIS PHARMA, STEIN, SWITZERLAND
INSPECTORATE M&L, ORMONDE, JOHANNESBURG
NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/8.3/0499

RECORMON 500 1U/0,3 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 500,0 iu

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

ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM. GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/8.3/0500

RECORMON 10 000 IU/0,6 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 10 000,0 iu

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

ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY
ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

24 months

3 JUNE 2005
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445

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/1.2/0520

STRATTERA 10 MG

CAPSULE

EACH CAPSULE CONTAINS:
ATOMOXETINE HYDROCH).ORIDE EQUIVALENT
TO ATOMOXETINE 10,0 mg

I, 2,3:.4.5,6.7

ELILILLY (S.A.) (PTY) LTD

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.

LILLY DEL CARIBE, CAROLINA, PUERTO RICO
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

ELILILLY, BRYANSTON. GAUTENG, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: A38/1.2/0521-

Name of medicine: STRATTERA 18 MG

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINE:
ATOMOXETINE HYDROCHILORIDE EQUIVALENT
TO ATOMOXETINE : 18,0 mg

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

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

Manufacturer: ELI LILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K.

LILLY DEL CARIBE, CAROLINA, PUERTO RICO

Packer: ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

Laboratory: ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K. '
LILLY DEL CARIBE, CAROLINA, PUERTO RICO
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
ELI LILLY, BRYANSTON. GAUTENG, RSA

Shelf-life: 24 months

Date of registration: 3 JUNE 2005
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447

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/1.2/0522

STRATTERA 25 MG

CAPSULE

EACH CAPSULE CONTAINE:
ATOMOXETINE HYDROCHLORIDE EQUIVALENT
TO ATOMOXETINE 25,0 mg

142, 3, 4,5,6,7

ELILILLY (S.A.) (PTY) LTD

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELI LILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.

LILLY DEL CARIBE, CAROLINA, PUERTO RICO
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

ELILILLY, BRYANSTON. GAUTENG, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/1.2/0523

STRATTERA 40 MG

CAPSULE

EACH CAPSULE CONTAINS:
ATOMOXETINE HYDROCHLORIDE EQUIVALENT
TO ATOMOXETINE 40,0 mg

1,2,3,4,9,6,7

ELILILLY (S.A.) (PTY) LD

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.
LILLY DEL CARIBE, CAROLINA, PUERTO RICO

ELILILLY & CO LTD, BASINGSTOKE,
HAMPSHIRE,U.K.

LILLY DEL CARIBE, CAROLINA, PUERTO RICO
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

ELI LILLY, BRYANSTON. GAUTENG, RSA

24 months

3 JUNE 2005

27785—5
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451

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.1.1/0551

TRIAXIPHIN 250 MG

INJECTION

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

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

BE-TABS PHARMACEUTICALS (PTY) LTD

M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA

M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA

M.J. BIOPHARM PRIVATE LTD, MUMBALI, RAIGAD,
INDIA

BE-TABS PHARMACEUTICALS, ROODEPOORT,
GAUTENG, RSA

24 months

5 JUNE 2005




454 No. 27785 GOVERNMENT GAZETTE, 29 JULY 2005

MREF 15 (MBR 15)

Registration number: A38/20.1.1/0554

Name of medicine: KOCEF-500

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:

CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE 500,0 MG

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer: M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA

Packer: M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA

Laboratory: M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA

BE-TABS PHARMACEUTICALS (PTY) LTD

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.1.1/0555

KOCEF-1000

INJECTION

EACH VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALENT TO
CEFTRIAXONE 1000,0 MG

1,2,3,4,5,6,7
BE-TABS PHARMACEUTICALS (PTY) LTD
M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA
M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,

INDIA

M.J. BIOPHARM PRIVATE LTD, MUMBAI, RAIGAD,
INDIA
BE-TABS PHARMACEUTICALS (PTY) LTD

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.2/0556
MERCK-FLUCONAZOLE 50 MG

CAPSULE

EACH CAPSULE CONTAINS:

FLUCONAZOLE 50.0 mg
1::2.3,4. 5. 6,7

MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACIUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number: A38/20.2.2/0557

Name of medicine: MERCK-FLUCONAZOLE 100 MG

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
FLUCONAZOLE 100,0 mg

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

Packer: GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIFS, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE

Laboratory: GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA
MERCK GENERICS, MODDERFONTEIN, RSA

Shelf-life; 24 months

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

Registration number:

Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.2/0558

MERCK-FLUCONAZOLE 150 MG

CAPSULE
EACH CAPSULE CONTAINS:

FLUCONAZOLE 150,0 mg
1,2,3,4,5,6,7

MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.2/0559

MERCK-FLUCONAZOLE 200 MG

CAPSULE

EACH CAPSULE CONTAINS:

FLUCONAZOLE 200,0 mg
1,2,3,4,5,6,7

MERCK GENERICS RSA (PTY) LTD

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GENPHARM PHARMACEUTICALS, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE

GENPHARM PHARMACEUTICALS. ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

MERCK GENERICS, MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/2.5/0571

EPITEC 25

TABLET

EACH TABLET CONTAINS:
LAMOTRIGINE 25,0 mg

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

CIPLA-MEDPRO (P1Y) LTD

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

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/2.5/0572

EPITEC 50

TABLET

EACH TABLET CONTAINS:
LAMOTRIGINE 50,0 mg

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

CIPLA-MEDPRO (PTY) LTD

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

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number: A38/2.5/0573

Name of medicine: EPITEC 100

Dosage form: TABLET

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

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

CIPLA MEDPRO, ROSENPARK, RSA

Shelf-life: 24 months

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

Registration number: A38/2.5/0574

Name of medicine: EPITEC 200

Dosage form: TABLET

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

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

Applicant: CIPLA-MEDPRO (PTY} L.TD

Manufacturer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
Laboratory: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

CIPLA MEDPRO, ROSENPARK, RSA

Shelf-life: 24 months

Date of registration: 18 MARCH 2005
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MRF 15 (MBR 15)
Registration number: A38/1.2/0576
Name of medicine: SANDOZ PAROXETINE 20
Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENT TO
PAROXETINE 20,0 mg

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: AZUPHARMA, GERLINGEN, GERMANY -
NOVARTIS SA, SPARTAN, KIEMPTON PARK

Packer: AZUPHARMA, GERLINGEN. GERMANY
NOVARTIS SA, SPARTAN, KEMPTON PARK

Laboratory: AZUPHARMA, GERLINGEN. GERMANY
NOVARTIS SA, SPARTAN, KEMPTON PARK

Shelf-life: 24 months

Date of registration: 3 JUNE 2005

27785—6
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MRF 15 (MBR 15)

Registration number: A38/1.2/0612

Name of medicine: AROPAX CR 12,5

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENT TO
PAROXETINE 12,5 mg

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

Applicant: GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD
Manufacturer; SB PHARMCO, CIDRA, PUERTO RICO
Packer: SB PHARMCO, CIDRA, PUERTO RICO

GLAXOSMITHKLINE, EPPING, CAPE TOWN
Laboratory: SB PHARMCO, CIDRA, PUERTO RICO
GLAXOSMITHKLINE, EPPING, CAPE TOWN

Shelf-life: 36 months

Date of registration: 18 MARCH 2005

G05-062823—7 27785—7
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MREF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/1.2/0613

AROPAX CR 25

TABLET

EACH TABLET CONTAINS:
PAROXETINE HYDROCHLORIDE EQUIVALENT TO
PAROXETINE 25 mg

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

GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD

SB PHARMCO, CIDRA, PUERTO RICO

SB PHARMCO, CIDRA, PUERTO RICO
GLAXOSMITHKLINE, EPPING, CAPE TOWN

SB PHARMCO, CIDRA, PUERTO RICO
GLAXOSMITHKLINE, EPPING, CAPE TOWN

36 months

18 MARCH 2005




STAATSKOERANT, 29 JULIE 2005 No. 27785

467

MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/20.2.8/0614

COMBID TABLETS

TABLET

EACH TABLET CONTAINS:
Zidovudine ..........cceveiinnnnnnn, 300,0 mg
LRI .ooniivsismnss i 150,0 mg

1,2,3,4,5,6,7
GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD
GLAXO WELLCOME OPERATIONS,
HERTFORDSHIRE, U.K.
GLAXO WELLCOME OPERATIONS,
HERTFORDSHIRE, U.K.
GLAXOSMITHKLINE S.A., EPPING, RSA
GLAXO WELLCOME OPERATIONS,

HERTFORDSHIRE, U.K.
GLAXOSMITHKLINE S.A., EPPING, RSA

24 months packed in PVC/AL blisters
48 months packed in HDPE bottles

23 JULY 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A38/20.2.8/0635

ASPEN ZIDOVUDINE SYRUP

SOLUTION

EACH 5,0 ml SOLUTION CONTAINS:
LZIDCIWULNRE ...0corsenenmrinns 50,0 mg

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

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

PHARMACARE LIMITED

PHAMACARE LIMITED, KORSTEN,
PORT ELIZABETH

PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

PHARMACARE LIMITED, KORSTEN.
PORT ELIZABETH
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA
RESEARCH INSTITUTE FOR PHARMACEUTICAL
SERVICES, POTCHEFSTROOM, RSA

24 months

23 JULY 2004
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MRF 15 (MBR 15)

Registration number: A38/21.7/0641

Name of medicine: REANDRON

Dosage form: INJECTION

Active ingredi@ts: EACH AMPOULE CONTAIN::

TESTOSTERONE UNDECANOATE  1000,0 mg

Conditions of registration: 1.2,3,4,5,6,7

Applicant: SCHERING (PTY) LTD

Manufacturer: JENAHEXAL PHARMA, JENA, GERMANY
Packer: JENAHEXAL PHARMA, JENA. GERMANY

JENAPHARM, JENA, GERMANY
SCHERING AG, BERLIN. GERMANY

Laboratory: JENAHEXAL PHARMA, JENA, GERMANY
JENAPHARM, JENA, GERMANY
SCHERING AG, BERLIN, GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA
SCHERING, MIDRAND. RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/10.2.1/0646

MERCK-FORMOTEROL CLICKHALER
INHALATION

EACH METERED DOSE DELIVERS:
FORMOTEROL FUMARATE DIHYDRATE 12,0 ug

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

MERCK GENERICS RSA (PTY) LTD

CELLTECH MANUFACTURING SERVICES,
LANCASHIRE, U.K.

CELLTECH MANUFACTURING SERVICES,
LANCASHIRE, U.K.

GENERICS, LTD, HERTFORDSHIRE, U.K.
GERARD LABORATORIES, DUBLIN, IRELAND
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

CELLTECH MANUFACTURING SERVICES,
LANCASHIRE, U.K.

GENERICS, LTD, HERTFORDSHIRE, U.K.
GERARD LABORATORIES, DUBLIN, IRELAND
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
PHARMALYTIC LTD, ORPINGTON, KENT, UK
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, POTCHEFSTROOM, RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA, RSA

MERCK GENERICS. MODDERFONTEIN, RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laborato;'y:
Shelf-life:

Date of registration:

A38/3.1/0650

CIPLA-DICLOFENAC POTASSIUM

TABLET

EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

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

CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK. RSA

24 months

18 MARCH 2005
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/3.1/0651

K-FENAK

TABLET

EACH TABLET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

1,2,3,4,8,8,7

CIPLA-MEDPRO (PTY) LTD

CIPLA LTD, PATALGANGA. MAHARASHTRA, INDIA
CIPLA LTD, PATALGANGA. MAHARASHTRA, INDIA

CIPLA LTD, PATALGANGA. MAHARASHTRA, INDIA
CIPLA-MEDPRO, ROSENPARK, RSA

24 months

18 MARCH 2005
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MREF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/7.1/0652

AMDEPIN 5

TABLET

EACH TABLET CONTAINS:
AMLODIPINE BESILATE EQUIVALENT TO
AMLODIPINE 5,0 mg

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

BE-TABS PHARMACEUTICALS (PTY) LTD

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A38/7.1/0653
AMDEPIN 10
TABLET

EACH TABLET CONTAINS:
AMLODIPINE BESILATE EQUIVALENT TO
AMLODIPINE 10,0 mg

13 2} 35 4s 59 6,7

BE-TABS PHARMACEUTICALS (PTY) LTD

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA

CADILA PHARMACEUTICALS LTD, GUJARAT,
INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: A39/2.7/0059

Name of medicine: PANADO MELTABS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
PARACETAMOL 500,0 mg

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

Applicant: ADCOCK INGRAM LIMITET!

Manufacturer: ETHYPHARM INDUSTRIES,

CHATEAUNEUF-EN-THYMERAIS, FRANCE

Packer: ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG, RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA

Laboratory: ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG. RSA
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA
ADCOCK INGRAM LTD, BRYANSTON, RSA

Shelf-life: 36 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/2.7/0060

PANADO CHILDREN MELTABS

TABLET

EACH TABLET CONTAINS:
PARACETAMOL 125,0 mg

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

ADCOCK INGRAM LIMITED

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA

ADCOCK INGRAM LTD, BRYANSTON, RSA

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/2.7/0061

PANADO CHILDREN MELTABS EXTRA STRENGTH

TABLET
EACH TABLET CONTAINS:

PARACETAMOL 250,0 mg
1,2,3,4,5,6,7

ADCOCK INGRAM LIMITED

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMLERAIS, FRANCE

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG. RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA

ETHYPHARM INDUSTRIES,
CHATEAUNEUF-EN-THYMERAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, GAUTENG, RSA

ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, GAUTENG, RSA

ADCOCK INGRAM LTD, BRYANSTON, RSA

36 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/8.3/0105

RECORMON 30 000 [U/0,6 ML

INJECTION

EACH SYRINGE CONTAINS:
EPOETIN BETA 30 000,0 iu

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

ROCHE PRODUCTS (PTY) LTD

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
VETTER PHARMA-FERTIGUNG GmbH,
RAVENSBURG, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/7.1/0117

LOVASC 5

TABLET

EACH TABLET CONTAINS:
AMLODIPINE BESYLATE EQUIVALENT TO
AMLODIPINE 5.0 mg

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

CIPLA-MEDPRO (PTY) LTD

MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA

CIPLA LTD, SALCETTE, GOA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLBILLE

24 months

11 FEBRUARY 2005
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MRF 15 (MBR 15)

Registration number: A39/7.1/0119

Name of medicine: CIPLA-AMLODIPINE 10

Dosage form: TABLET

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

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE. GOA, INDIA

Packer: MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

Laboratory: MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
: GOA, INDIA

CIPLA LTD, SALCETTE, GOA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK. BELLBILLE

Shelf-life: 24 months

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

Registration number: A39/7.1/0120

Name of medicine: LOVASC 10

Dosage form: TABLET

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

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

Applicant: CIPLA-MEDPRO (PTY) LTD

Manufacturer: MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

Packer: MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

Laboratory: _ MEDITAB SPECIALITIES PVT. LTD, KUNDIAM,
GOA, INDIA

CIPLA LTD, SALCETTE, GOA, INDIA
CIPLA-MEDPRO, ROSENPARK, BELLBILLE

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/7.1/0121

CIPLA-AMLODIPINE 5

TABLET

EACH TABLET CONTAINS:
AMLODIPINE BESYLATE EQUIVALENT TO
AMLODIPINE 5.0 mg

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

CIPLA LIFE SCIENCLS (PTY) LTD

MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
GOA, INDIA
CIPLA LTD, SALCETTE, GOA, INDIA

MEDITAB SPECIALITIES PVT. LTD. KUNDIAM,
GOA, INDIA

CIPLA LTD, SALCETTE, GOA, INDIA
CIPLA LIFE SCIENCES, ROSENPARK. BELLBILLE

24 months

12 NOVEMBER 2004
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MRF 15 (MBR 15)

Registration number: A39/20.1.1/0125

Name of medicine: TAZIJECT0,5G

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFTAZIDIME PENTAHYDRATE EQUIVALENT TO
CEFTAZIDIME 05¢g

Conditions of registration:  1,2,3.4,5,6,7

Applicant: GENERIX INTERNATIONAL SA (PTY) LTD

Manufacturer: HARBIN GENERAL PHARMACEUTICAL FACTORY,

HARBIN, PEOPLE’S REPUBLIC OF CHINA

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

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

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:

Shelf-life:

Date of registration:

A39/20.1.1/0126

TAZIJECT 1,0G

INJECTION

EACH VIAL CONTAINS:

CEFTAZIDIME PENTAHYDRATE EQUIVALENT TO

CEFTAZIDIME 1.0g
1,2,3,4,5,6,7

GENERIX INTERNATIONAL SA (PTY) LTD

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

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

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

STAR STREET, BOKSBURG. GAUTENG, RSA
GENERIX INTERNATIONAL SA, ATHLONE,

CAPE TOWN, RSA

24 months

3 JUNE 2005
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MRF 15 (MBR 15)

Registration number: A39/20.1.1/0127

Name of medicine: TAZIJECT 2,0G

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFTAZIDIME PENTAHYDRATE EQUIVALENT TO
CEFTAZIDIME 20g

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

Applicant: GENERIX INTERNATIONAL SA (PTY) LTD

Manufacturer: HARBIN GENERAL PHARMACEUTICAL FACTORY,

HARBIN, PEOPLE’S REPUBLIC OF CHINA

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

Laboratory: HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLE’S REPUBILIC OF CHINA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG. GAUTENG, RSA
GENERIX INTERNATIONAL SA, ATHLONE,
CAPE TOWN, RSA

Shelf-life: 24 months

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

Registration number: A39/20.1.1/0176

Name of medicine: AUSTELL-CEFTRIAXONE 1 (i

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFTRIAXONE SODIUM EQUIVALERNT TO
CEFTRIAXONE 1000,0 MG

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

Applicant: AUSTELL LABORATORIES «I'TY) LT

Manufacturer: MJ BIOPHARM, TALOJA. MAHARASHTRA, INDIA
Packer: M BIOPHARM, TALOJA. MAHARASHTRA, INDIA
Laboratory: MJ BIOPHARM, TALOJA. MAHARASHTRA, INDIA

IPCA LABORATORIES, NACAR HAVELL INDIA
SOUTH AFRICAN BUREAU CF STANDARDS,
PRETORIA, RSA

INSPECTORATE M&L, ORMONDE. JOHANNESBURG
INSTITUTE OF PHARMACEUTICALS SERVICES,
SILVERTONDALE, RSA

AUSTELL LABORATORIIES, F.OSEB AN, RSA

Shelf-life: 24 months

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

Registration number: A39/20.2.8/0262

Name of medicine: ASPEN NEVIRAPINE SUSPENSION

Dosage form: SUSPENSION

Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:
NEVIRAPINE HEMIHYDRATE EQUIVALENT TO
NEVIRAPINE 50,0 mg

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

Applicant: PHARMACARE LIMITED

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

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

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

Shelf-life: 24 months

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

Registration number: F/28/606

Name of medicine: UROGRAFIN 30 %

Dosage form: SOLUTION

Active ingredients: EACH AMPOULE CONTAINS:
MEGLUMINE AMIDOTRIZOATE 0,26 g
SODIUM AMIDOTRIZCATE 040¢g

Conditions of registration: 1,2,3,4,58,6.7

Applicant: SCHERING (PTY) LTD

Manufacturer: SCHERING AG, BERLIN, GERMANY

Packer: SCHERING AG, BERLIN, GERMANY

Laboratory: SCHERING AG, BERLIN, GERMANY

SCHERING, MIDRAND, RSA

Shelf-life: 24 months

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

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

H/28/2843

UROGRAFIN 60 % 20 ML

SOLUTION

EACH AMPOULE CONTAINS:
MEGLUMINE AMIDOTRIZOATE 104 ¢
SODIUM AMIDOTRIZOATE 16¢g

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

SCHERING (PTY) LTD

SCHERING AG. BERLIN, GERMANY
SCHERING AG, BERLIN, GERMANY
SCHERING AG, BERLIN, GERMANY
SCHERING, MIDRAND, RSA

24 months

17 SEPTEMBER 2004
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MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:
Packer:

Laboratory:

Shelf-life:

Date of registration:

H/28/2844

UROGRAFIN 76 %

SOLUTION

EACH AMPOULE CONTAINS:
MEGLUMINE AMIDOTRIZOATE 1320 ¢
SODIUM AMIDOTRIZOATE 200¢g

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

SCHERING (PTY) LTD

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

24 months

17 SEPTEMBER 2004
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Looking for out of print issues of
Government and Provincial
Gazettes

We can provide photocopies
Contact

The National Library of South Africa,

Pretoria Campus
PO Box 397
0001 PRETORIA

Physical address

Cl/o Andries and Vermeulen Streets
Entrance in Andries Street

Contact details

Tel: (012) 321-8931
Fax: (012) 325-5984
E-mail: infodesk@nlsa.ac.za
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Dog ate your Gazette?
read it online

www. 5 GaZe[[es .co.za

A new information Portal keeping you up to date with news, legislation,
the Parliamentary programme and which is the largest pool of SA Gazette
information available on the Web.

Easily accessible through the www!
- Govermnment Gazettes - from January 1994
- Compilations of all Indexes pertaining to the past week's Government Gazettes
- All Provincial Gazettes - from September 1995
- Parliamentary Bills - as of January 1999
* Available in full-text, with keyword searching
Sabinet Online scans, formats, edits and organize information for you. Diagrams and forms
included as images.
No stacks of printed gazettes - all on computer., Think of the storage space you save,
Offers Bill Tracker - complementing the SA Gazettes products.

For easy electronic access to full-text gazette info, subscribe to the SA Gazettes from
Sabinet Online. Please visit us at www.sagazettes.co.za

Sabinet
NOnline

Tel: (012) 643-9500, Fax: (012) 663-3543, Toll free: 0800 11 8595, e-mail: corporate@sabinet.co.za, www: http://corporate, sabinet.co.za
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SA WEATHER BUREAU SA WEERBURO
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THE WEATHER BUREAU HELPS FARMERS
TO PLAN THEIR CROP

SUNSHINE RECORDER

THE WEATHER BUREAU; DEPARTMENT OF ENVIRONMENTAL AFFAIAS & TOURISM
DIE WEERBURO: DEPARTEMENT VAN OMGEWINGSAKE EN TOERISME
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W =
THE GOVERNMENT PRINTING WORKS
@_? o5

NB: The Publications Division of the Government
Printing Works will be relocating to its new premises
within the:
MASADA BUILDING at 196 PROES STREET, PRETORIA
(i.e. CORNER OF PAUL KRUGER AND PROES STREETS)
with effect from 3 May 2005.

For enquiries and information:

' Mr M Z Montjane
Tel: (012) 334-4653
Cell: 083 640 6121

Printed by and obtainable from the Government Printer, Bosman Street, Private Bag X85, Pretoria, 0001
. Publications: Tel: (012) 334-4508, 334-4509, 334-4510
Advertisements: Tel: (012) 334-4673, 334-4674, 334-4504
Subscriptions: Tel: (012) 334-4735, 334-4736, 334-4737
Cape Town Branch: Tel: (021) 465-7531

Gedruk deur en verkrygbaar by die Staatsdrukker, Bosmanstraat, Privaatsak X85, Pretoria, 0001
Publikasies: Tel: (012) 334-4508, 334-4509, 334-4510
Advertensies: Tel: (012) 334-4673, 334-4674, 334-4504
Subskripsies: Tel: (012) 334-4735, 334-4736, 334-4737
Kaapstad-tak: Tel: (021) 465-7531
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