STAATSKOERANT, 31 JULIE 2009 No. 32440 3

GENERAL NOTICE

NOTICE 1005 OF 2009

MEDICINES CONTROL COUNCIL

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

1. The applicant shall ensure that the medicine is manufactured and controlled in
terms of the current Good Manufacturing Practices as determined by Council
2. The manufacture of this medicine is subject to regular investigation and

inspections by the inspectors appointed in terms of Section 26 of the Act, to
assess compliance with current Good Manufacturing Practices.

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

4, The applicant must comply with all the legal requirements of the Medicines and
Related Substances Act, 1965 (Act 101 of 1965).

5. The registration of this medicine shall be subject to review at intervals as

determined by Council regarding its quality, safety and efficacy, and the
registration of this medicine may be varied subject to issues Council may deem
fit.

6. The first two production batches must be fully validated in terms of the detailed
process validation protocol submitted at the time of application for registration,
and the validation report must be submitted within a month after completion of
the validation.

7. The product may be advertised to the professions only.

8. The provisional shelf-life allocated must be confirmed with stability data over the
full shelf-life period on the first two production batches (well-known API) or first
three production batches (NCE) in accordance with the Stability Guideline.
Stability testing submitted on any pilot batches must also be completed and
reported on. The stability report must be submitted within six months after
completion of the stability trial. However, Council has to be informed immediately
if any parameter shows a significant change or out-of-specification result during
the stability trial.

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

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

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

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

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

14. The strains of the master seed viruses must be approved by the Department of
Health for each year.



MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

32/5.7.1/0374
ZETOP TABLETS
TABLET

EACH TABLET CONTAINS:
CETIRIZINE DIHYDROCHLORIDE 10,0 mg

1,2,3,4,5,6,7.8
THEBE MEDICARE (PTY)LTD

CADILA PHARMACEUTICALS, DHOLKA,
AHMEDABAD, GUJARAT, INDIA

CADILA PHARMACEUTICALS, DHOLKA,
AHMEDABAD, GUJARAT, INDIA

CADILA PHARMACEUTICALS, DHOLKA,
AHMEDABAD, GUJARAT, INDIA
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

THEBE MEDICARE, NORTHRIDING, RANDBURG

24 months (Provisional)
5 MARCH 2008

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/5.8/0026
SINUSTOP JUNIOR
SYRUP

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

HYDROCHLORIDE 200 mg

1,2,3,4,5,6,7
ADCOCK INGRAM LIMITED

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON
PHARMA-Q, INDUSTRIA, JOHANNESBURG

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON
PHARMA-Q, INDUSTRIA, JOHANNESBURG

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON
PHARMA-Q, INDUSTRIA, JOHANNESBURG

ADCOCK INGRAM LTD, ERAND GARDENS,
MIDRAND

24 months (provisional)
5 MARCH 2009
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:
Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:
Shelf-life:

Date of registration:

A39/20.1.1/0128
AZIHEXAL 500 mg
TABLET

EACH TABLET CONTAINS:
AZITHROMYCIN DIHYDRATE EQUIVALENT TO
AZITHROMYCIN 500,0 mg

1,2,3,4,5,6,7,8
HEXAL PHARMA (S.A) (PTY) LTD

HEXAL AG, HOLZKIRCHEN, GERMANY

SANDOZ ILAC SANAY! ve TICARET, GEBZE/KOCAEL!,
TURKEY

A/S GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK

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

NOVARTIS, SPARTAN, KEMPRTON PARK, RSA

HEXAL AG, HOLZKIRCHEN, GERMANY

SANDOZ ILAC SANAY! ve TICARET, GEBZE/KOCAEL!,
TURKEY

A/S GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK

SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA

HEXAL PHARMA, PINETOWN, RSA
24 months (provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-fife;

Date of registration:

A39/20.1.1/0129
HEXAMAX 500 mg
TABLET

EACH TABLET CONTAINS: .
AZITHROMYCIN DIHYDRATE EQUIVALENT TO
AZITHROMYCIN 500,0mg

1,2,3,4,5,6,7,8
HEXAL PHARMA (S.A.) (PTY) LTD

HEXAL AG, HOLZKIRCHEN, GERMANY
SANDOZ ILAC SANAY1 ve TICARET,
GEBZE/KOCAELI, TURKEY

A/S GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK

SALUTAS PHARMA GmbH, BARLEBEN,
GERMANY

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

NOVARTIS, SPARTAN, KEMPRTON PARK, RSA

HEXAL AG, HOLZKIRCHEN, GERMANY

SANDOZ ILAC SANAYI ve TICARET,
GEBZE/KOCAELI, TURKEY

AIS GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK

SALUTAS PHARMA GmbH, BARLEBEN,
GERMANY

CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA

HEXAL PHARMA, PINETOWN, RSA
24 months (provisional)

5 MARCH 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/7.5/0358
ARROW PRAVASTATIN 10
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 10,0 mg

1,2,3,4,5,6,7,8
ARROW PHARMA SOUTH AFRICA (PTY) LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)
5 MARCH 2008

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/7.5/0359
ARROW PRAVASTATIN 20
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20,0 mg

1,2,3,4,5,6,7,8

ARROW PHARMA SOUTH AFRICA (PTY)
LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)
5 MARCH 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer;

Laboratory: FPRC:
FPRR:

Shelfife:

Date of registration:

A39/7.5/0360
ARROW PRAVASTATIN 40
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 40,0 mg

1,2,3,4,5,6,7, 8
ARROW PHARMA SOUTH AFRICA (PTY) LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer;

Packer:

Laboratoty: FPRC:

FPRR:

Shelf-life:

Date of registration:

A39/7.5/0361
AR PRAVASTATIN 10
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 10,0 mg

1,2,3,4,5,6,7,8

ARROW PHARMA SOUTH AFRICA (PTY)
LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)
5 MARCH 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRR

Shelf-life:

Date of registration:

A39/7.5/0362
AR PRAVASTATIN 20
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20 mg

1.2,3,45,6,7,8
ARROW PHARMA SOUTH AFRICA (PTY) LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)

5 MARCH 2009

Registration number:
Name of medicine;
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/7.5/0363
AR PRAVASTATIN 40
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 40 mg

1,2,3,4,5,6,7, 8

ARROW PHARMA SOUTH AFRICA (PTY)
LTD

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

CONTRACT PHARMACEUTICALS LTD,
MISSISSAUGA, ONTARIO, CANADA

RX MANUFACTURING INC, MISSISSAUGA,
ONTARIO, CANADA

QUALITY (BURNLEY) LTD, BRIERCLIFFE,
BURNLEY, LANCASTER, UK

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORT-WEST UNIVERSITY,
POTCHEFSTROOM

SEDEK AGRICHEM, KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA, WOODMEAD,
JOHANNESBURG

18 months (Provisional)

5 MARCH 2009
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRR

Sheif-life:

Date of registration:

A40/16/0718
ANDOSEPT ORAL RINSE
SOLUTION

EACH 15,0 ml SOLUTIUON CONTAINS:
BENZYDAMINE HYDROCHLORIDE 22,5 mg

1,2,3,4,58,7
PHARMACARE LIMITED

CIPLA MEDPRO MANUFACTURING, MOBEN!,
DURBAN

CIPLA MEDPRO MANUFACTURING, MOBEN!H,
DURBAN

CIPLA MEDPRO MANUFACTURING, MOBEN!I,
DURBAN

S8OUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

PHARMACARE LIMITED, WOODMEAD, SANDTON

24 months
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC
FPRC/IFPRR

Shelf-life:

Date of registration:

A40/26/0521

VIDAZA

INJECTION

EACH 1,0 mi SUSPENSION CONTAINS:
AZACITIDINE 25,0 mg

1,2,3,4,5,6,7, 8
KEY ONCOLOGICS (PTY) LTD

BEN VENUE LABORATORIES, BEDFORD, OHIO,
USA

BEN VENUE LABORATORIES, BEDFORD, OHIQ,
USA

CARDINAL HEALTH LTD, GREAT QAKLEY,
CORBY, NORTHANTS, UK

BEN VENUE LABORATORIES, BEDFORD, OHIO,
USA :

CARDINAL HEALTH LTD, GREAT OAKLEY,
CORBY, NORTHANTS, UK

INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

KEY ONCOLOGICS, SANDTON,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A40/7.5/0749
NOVALES 20
TABLET

EACH TABLET CONTAINS:
PRAVASTATIN SODIUM 20,0 mg

1,2,3,4,5,6,7
GULF DRUG COMPANY (PTY) LTD

PT NOVELL PHARMACEUTICAL LABORATORIES,
GUNUNG PUTRI, BOGOR, INDONESIA

PT NOVELL PHARMACEUTICAL LABORATORIES,
GUNUNG PUTRI, BOGOR, INDONESIA

PT NOVELL PHARMACEUTICAL LABORATORIES,
GUNUNG PUTRI, BOGOR, INDONESIA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

CONSULTING CHEMICAL LABORATORIES
ATLASVILLE, BOKSBURG

PHARMA-Q, INDUSTRIA, JOHANNESBURG
INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

CONSULTING MICROBIOGLOGICAL LABORATORY,
BEYERSPARK, BOKSBURG

GULF DRUG COMPANY, MOUNT EDGECOMBE,
KZN

24 months
5 MARCH 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Sheif-life:

Date of registration:

A40/13.2/0756
SKABL-RID LOTION
LOTION

EACH 1,0g LOTION CONTAINS:
PERMETHRIN 50,0 mg

1,2,3,4,5,6,8
TOMARMED (PTY) LTD

TECHNIKON LABORATORIES,
ROBERTVILLE, FLORIDA

TECHNIKON LABORATORIES,
ROBERTVILLE, FLORIDA

TECHNIKON LABORATORIES,
ROBERTVILLE, FLORIDA

CONSULTING MICROBIOLOGICAL
LABORATORY, MOREHILL, BENONI

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

LABHOUSE, EPSOM DOWNS, BRYANSTON,
JOHANNESBURG

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

TOMARMED, SEDGEFIELD, KNYSNA

24 months (Provisional)
5 MARCH 2008
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:: FPRC
FPRR

Shelf-life:

Date of registration:

41/2.6.5/0493
ABILIFY 5 mg
TABLET

EACH TABLET CONTAINS:
ARIPIPRAZOLE 50mg

1,2,3.4,5.6,7
BRISTOL MYERS SQUIBB (PTY) LTD

BRISTOL MYERS SQUIBB, MAYAGUEZ, PUERTO

RICO

BRISTOL MYERS SQUIBB AUSTRALIA, NOBLE

PARK, VICTORIA, AUSTRALIA

BRISTOL MYERS SQUIBB, MAYAGUEZ, PUERTO

RICO

BRISTOL MYERS SQUIBB AUSTRALIA, NOBLE

PARK, VICTORIA, AUSTRALIA
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

MERCK PHARMACEUTICAL MANUFACTURING,

WADEVILLE, GERMISTON

BRISTOL MYERS SQUIBB, BEDFORDVIEW
36 months

5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:
Shelf-life:

Date of registration:

41/3.2/0526

BONIVA 3 mg/3 ml

INJECTION

EACH 1,0 mt SOLUTION CONTAINS:
IBANDRONIC ACID 1,0 mg

1,2,3,456,78
ROCHE PRODUCTS (PTY) LTD

VETTER PHARMA-FERTIGUNG GmbH & CO,
LANGENARGEN, GERMANY

VETTER PHARMA-FERTIGUNG GmbH & CO,
LANGENARGEN, GERMANY

ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

ROCHE PRODUCTS, ISANDO, RSA

ROCHE DIAGNOSTICS GmbH, MANNHEIM,
GERMANY

ROCHE PRODUCTS, ISANDO, RSA
24 months (Provisional)
5 MARCH 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-life:
Date of registration:

41/3.2/0527
BONIVA 150 mg
TABLET

EACH TABLET CONTAINS:
{BANDRONATE MONOSODIUM EQUIVALENT TO
IBANDRONIC ACID 150,0 mg

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

F. HOFFMAN-LA ROCHE LTD, BASEL,
SWITZERLAND

F. HOFFMAN-LA ROCHE LTD, BASEL,
SWITZERLAND

F. HOFFMAN-LA ROCHE LTD, KAISERAUGST,
SWITZERLAND

IVERS-LEE AG, BURGDORF, SWITZERLAND
ROCHE PRODUCTS, ISANDQ, RSA

F. HOFFMAN-LA ROCHE LTD, BASEL,
SWITZERLAND

ROCHE PRODUCTS, ISANDQO, RSA

36 months
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

{Laboratory: FPRC/FPRR:

FPRR:

Sheif-life:
Date of registration:

41/2.7/0892
PANADO CAPLETS
CAPLET

EACH CAPLET CONTAINS:
PARACETAMOL 500,0
mg

1,2,3,4,5,6,8
ADCOCK INGRAM LIMITED

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON

ADCOCK INGRAM HEALTHCARE,
WADEVILLE, GERMISTON

ADCOCK INGRAM LTD, ERAND GARDENS,
MIDRAND

24 months (Provisional)
5 MARCH 2009
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

41/20.1.1/0689
AURO-CEFEPIME INJECTION 500 mg
INJECTION

EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE EQUIVALENT TO
CEFEPIME 500,0 mg

1,.2,3.45,6,7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT Vi, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory: FPRC/FPRR:

FPRR:

Shelf-life:

Date of registration:

41/20.1.1/0690
AURO-CEFEPIME INJECTION 1 000 mg
INJECTION

EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE EQUIVALENT
TO

CEFEPIME

1,2,3,456.7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT Vi, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, iNDIA

1 000,0 mg

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

6002 AN 12 'A1L13ZVD INFINNHINOD
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/20.1.1/0691
AURO-CEFEPIME INJECTION 2 000 mg
INJECTION

EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE EQUIVALENT TO
CEFEPIME 2 000,0 mg

1,2,3,4,5,6,7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT VI, MEDAK
DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1/0749

KEYSAL 5 mg

TABLET

EACH TABLET CONTAINS:

AMLODIPINE BESILATE EQUIVALENT TO
AMLODIPINE 50mg

1,2,3,4,56,7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT 11, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

AUROBINDO PHARMA LTD, UNIT Ill, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

AUROBINDO PHARMA LTD, UNIT Iil, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

6002 JITNr L€ LNVHIOMSLIVVLS
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Sheilf-life:

Date of registration:

41/7.1/0750
KEYSAL 10 mg
TABLET

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

1,2,3,4,5,6,7, 8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT lif, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT lit, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT Hll, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Sheif-life:

Date of registration:

41/20.2.8/0798
OSELFLU
CAPSULE

EACH CAPSULE CONTAINS:
OSELTAMIVIR PHOSPHATE EQUIVALENT
TO

OSELTAMIVIR 750 mg

1,2,3,456,7,8
CIPLA MEDPRO (PTY)LTD
CIPLA LTD, VERNA, GOA, INDIA

CIPLA LTD, VERNA, GOA, INDIA

CIPLA LTD, VERNA, GOA, INDIA

CIPLA MEDPRO, ROSENPARK, BELLVILLE

24 months (Provisional)
5 MARCH 2009

ovveeE 'ON 91
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/34/0815
MYCOCEPT 250
CAPSULE

EACH CAPSULE CONTAINS:
MYCOPHENOLATE MOFETIL 250,0 mg

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

SANDOZ PRIVATE LTD, KALWE BLOCK, NAVI
MUMBAI, INDIA

SANDOZ PRIVATE LTD, KALWE BLOCK, NAVI
MUMBAI, INDIA

SANDOZ PRIVATE LTD, KALWE BLOCK, NAVI
MUMBAI, INDIA

NOVARTIS S A., SPARTAN, KEMPTON PARK

SOUTH AFRICAN BUREAU OF STANDARDS,

GROENKLOOF, PRETORIA

SANDOZ S.A., SPARTAN, KEMPTON PARK
24 months
5 MARCH 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant.

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/21.12/0818
BICALOX 50 mg
TABLET

EACH TABLET CONTAINS:
BICALUTAMIDE 50,0 mg

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

DOUGLAS MANUFACTURING LTD,
LINCOLN, AUCKLAND, NEW ZEALAND

DOUGLAS MANUFACTURING LTD,
LINCOLN, AUCKLAND, NEW ZEALAND
DOUGLAS PHARMACEUTICALS (FUI) LTD,
MARTINTAR, NADI, FLJI

DOUGLAS MANUFACTURING LTD,
LINCOLN, AUCKLAND, NEW ZEALAND
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

PHARMAPLAN, MIDRAND, RSA
24 months
5 MARCH 2009

6002 JINMNM 1S AINVHIONSIVYVLS
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

4113411010
SUBOXONE 2 mg
TABLET

EACH TABLET CONTAINS:

BUPRENORPHINE HYDROCHLORIDE
EQUIVALENT TO BUPRENORPHINE 2,0mg
NALOXONE HYDROCHLORIDE EQUIVALENT TO
NALOXONE 0,50 mg

1,2,3,4,5,6,7
SCHERING-PLOUGH (PTY) LTD

RECKITT BENCKISER HEALTHCARE, HULL, EAST
YORKSHIRE, UK

RECKITT BENCKISER HEALTHCARE, HULL, EAST
YORKSHIRE, UK

CARDINAL HEALH, WESTHOUGHTON, BOLTON,
LANCASHIRE, UK

DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

RECKITT BENCKISER HEALTHCARE, HULL, EAST
YORKSHIRE, UK

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

SCHERING-PLOUGH, WOODMEAD,
JOHANNESBURG

36 months
5 MARCH 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/34/1011
SUBOXONE 8 mg
TABLET

EACH TABLET CONTAINS:
BUPRENORPHINE HYDROCHLORIDE
EQUIVALENT TO BUPRENORPHINE 8,0 mg
NALOXONE HYDROCHLORIDE
EQUIVALENT TO NALOXONE 2,0 mg

1,2,3,4,5,6,7
SCHERING-PLOUGH (PTY) LTD

RECKITT BENCKISER HEALTHCARE, HULL,
EAST YORKSHIRE, UK

RECKITT BENCKISER HEALTHCARE, HULL,
EAST YORKSHIRE, UK

CARDINAL HEALTH, WESTHOUGHTON,
BOLTON, LANCASHIRE, UK

DIVPHARM MANUFACTURING &
PACKAGING, LONGDALE, JOHANNESBURG

RECKITT BENCKISER HEALTHCARE, HULL,
EAST YORKSHIRE, UK

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

SCHERING-PLOUGH, WOODMEAD,
JOHANNESBURG

36 months
5 MARCH 2009

oyP2eE ON 81
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:
S

Shelf-life:

Date of registration:

41/20.1.1/1052
LOXIP 250 mg
TABLET

EACH TABLET CONTAINS:
CIPROFLOXACIN HYDROCHLORIDE
EQUIVALENT TO CIPROFLOXACIN

1,2,3,456,7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT lil, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

250,0 mg

AUROBINDO PHARMA LTD, UNIT Ilil, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT Hil, RANGA
REDDY DISTRICT, ANDHRA PRADESH, INDIA

My CREAPHT
AUROBINDO PHARMA, ROSEBANK,
JOHANNESBURG
24 months (Provisional)

5 MARCH 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC/FPRR:

FPRR:

Shelf-life:

Date of registration:

41/20.1.1/1053
LOXIP 500 mg
TABLET

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

1,2,3,4,56,7,8
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT Ifl, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

AUROBINDO PHARMA LTD, UNIT Ili, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

AUROBINDO PHARMA LTD, UNIT 1il, RANGA
REDDY DISTRICT, ANDHRA PRADESH,
INDIA

N o
AUROBINDO PHARMA, ROSEBANK,
JOHANNESBURG

24 months (Provisional)
5 MARCH 2009

6002 JITNM L€ 'LNVHIOMSLVYVLS
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/20.1.1/0003
TAZLIN 4,5
INJECTION

EACH VIAL CONTAINS:

PIPERACILLIN SODIUM EQUIVALENT TO
PIPERACILLIN 4049
TAZOBACTAM SODIUM EQUIVALENT TO
TAZOBACTAM 500,0 mg

1,2,3,4,5,6,7
SANDOZ S.A. (PTY) LTD
SANDOZ GmbH, KUNDL, AUSTRIA

SANDOZ GmbH, KUNDL, AUSTRIA

SANDOZ GmbH, KUNDL, AUSTRIA
NOVARTIS S A, SPARTAN, KEMPTON PARK
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

SANDOZ S.A_, SPARTAN, KEMPTON PARK
24 months
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

42/2.6.5/0100
RISPERIDONE HEXAL 0,5 mg
TABLET

EACH TABLET CONTAINS:
RISPERIDONE 0.5mg

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

SALUTAS PHARMA GmbH, BARLEBEN,
GERMANY

SALUTAS PHARMA GmbH, BARLEBEN,
GERMANY
SANDOZ S.A., SPARTAN, KEMPTON PARK

SALUTAS PHARMA GmbH, BARLEBEN,
GERMANY

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

SANDOZ S.A., SPARTAN, KEMPTON PARK
24 months
5 MARCH 2009

ObvcE ON 02

6008 AINM +€ ‘JLLIZVD LINIWNHIAOD



MRF 15

MRF 15

Registration nhumber:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/8.3/0480
MIRCERA 50 ug/0,3 ml
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-EPOETIN

BETA 50,0 ug
1,2,3,4,5,6,7,8
ROCHE PRODUCTS (PTY) LTD

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE PRODUCTS, ISANDQ, GAUTENG
24 months (Provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant;

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/8.3/0481
MIRCERA 75 ug/0,3 ml
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-
EPOETIN BETA 75,0 ug

1,2,3,4,5,8,7,8
ROCHE PRODUCTS (PTY) LTD

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDQ, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE PRODUCTS, ISANDO, GAUTENG
24 months (Provisional)
5 MARCH 2009

6002 JINNM 12 LNVHIONS1IVVYLS
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration;

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR

Shelf-life:

Date of registration:

42/8.3/0482
MIRCERA 100 ug/0,3 ml
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-EPOETIN
BETA 100,0 ug

1.2,3,4,5,6,7,8
ROCHE PRODUCTS (PTY) LTD
ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE PRODUCTS, ISANDO, GAUTENG
24 months (Provisional)
5 MARCH 2009

Registration number;
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/8.3/10483
MIRCERA 150 ug/0,3 ml
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-
EPOETIN BETA 150,0 ug

1,2,3,4,56,7. 8
ROCHE PRODUCTS (PTY) LTD

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE PRODUCTS, ISANDO, GAUTENG
24 months (Provisional)
5 MARCH 200¢

Obbce 'ON 22
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/8.3/0484
MIRCERA 200 ug/0,3 ml
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-EPOETIN
BETA 200,0 ug

1,2,3,4,5,6,7,8
ROCHE PRODUCTS (PTY) LTD
ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

ROCHE PRODUCTS, ISANDO, GAUTENG
24 months (Provisional)
5 MARCH 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

42/8.3/0485
MIRCERA 250 ug/0,3 mi
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
METHOXY POLYETHYLENE GLYCOL-
EPOETIN BETA 250,0 ug

1,2,3,4,56,7,8
ROCHE PRODUCTS (PTY) LTD

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

VETTER PHARMA-FERTIGUNG GmbH & Co,
SCHUTZENSTR, RAVENSBURG, GERMANY
ROCHE PRODUCTS, ISANDO, GAUTENG

ROCHE DIAGNOSTICS, MANNHEIM,
GERMANY

ROCHE PRODUCTS, ISANDO, GAUTENG
24 months (Provisional)
5 MARCH 2009

6002 3JITNr L€ 'LNVHIOMSLVVLS
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MRF 15

Registration number:
Narne of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Sheif-life:

Date of registration:

43/30.2/0290
ROTARIX LIQUID ORAL VACCINE
SUSPENSION

EACH 1,5 ml DOSE CONTAINS:
LIVE ATTENUATED HUMAN ROTAVIRUS
RIX4414 STRAIN not less than 10%%° CCID50

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

GLAXOSMITHKLINE BIOLOGICALS S.A,,
RIXENSART, BELGIUM

GLAXOSMITHKLINE BIOLOGICALS S.A, WAVRE,
BELGIUM

GLAXOSMITHKLINE BIOLOGICALS S.A, WAVRE,
BELGIUM
GLAXOSMITHKLINE S A, EPPING, CAPE TOWN

GLAXOSMITHKLINE BIOLOGICALS SA,,
RIXENSART, BELGIUM

GLAXOSMITHKLINE BIOLOGICALS S.A, WAVRE,
BELGIUM

GLAXOSMITHKLINE S A, EPPING, CAPE TOWN
36 months
5 MARCH 2008

ovvec 'ON 2
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MRF 15 MRF 15

Registration number: 37/111.4.1/0074 Registration number: 37/2.8/0261

Name of medicine: NEUTRACID Narme of medicine: VARI-COCODAMOL

Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
DRIED ALUMINIUM HYDROXIDE 250,0 mg PARACETAMOL 500,0 mg
MAGNESIUM TRISILICATE 500,0 mg CODEINE PHOSPHATE 8,0 mg

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

Applicant: LEBASI PHARMACEUTICALS cc Applicant; LEBASI PHARMACEUTICALS cc

Manufacturer: VARICHEM LABORATORIES, HARARE, Manufacturer: VARICHEM LABORATORIES, HARARE,
ZIMBABWE ZIMBABWE

Packer; VARICHEM LABORATORIES, HARARE, Packer: VARICHEM LABORATORIES, HARARE,
ZIMBABWE ZIMBABWE

Laboratory: FPRC: VARICHEM LABORATORIES, HARARE, Laboratory: FPRC: VARICHEM LABORATORIES, HARARE,
ZIMBABWE ZIMBABWE
RESEARCH INSTITUTE FOR INDUSTRIAL RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY, PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS, SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA

FPRR: LEBAS! PHARMACEUTICALS, POTCHEFSTROOM FPRR: LEBASI PHARMACEUTICALS,
POTCHEFSTROOM
Sheif-life: 24 months Shelf-iife: 24 months
Date of registration: 17 APRIL 2009 Date of registration: 17 APRIL 2009

6002 JITNC 1€ INVHIONSLIVYVYLS
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MREF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shell-life:

Date of registration:

37/20.1.1/0576
CEFOTAXIME-FRESENIUS 0,5 ¢
INJECTION

EACH VIAL CONTAINS:

CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME 05¢
1,2,3,4,5,6,7

BODENE (PTY) LTD t/a INTRAMED
SANDOZ GmbH, KUNDL, TIROL, AUSTRIA

SANDOZ GmbH, KUNDL, TIROL, AUSTRIA
BODENE t/a iINTRAMED, KORSTEN, PORT
ELIZABETH

SANDOZ GmbH, KUNDL, TIROL, AUSTRIA

BODENE t/a INTRAMED, KORSTEN, PORT
ELIZABETH

24 months
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

37/20.1.1/0577
CEFOTAXIME-FRESENIUS 1,0 g
INJECTION

EACH VIAL CONTAINS:

CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME 109
1,2,3,4,5,6,7

BODENE (PTY) LTD t/a INTRAMED
SANDOZ GmbH, KUNDL, TIROL, AUSTRIA

SANDOZ GmbH, KUNDL, TIROL, AUSTRIA
BODENE t/a INTRAMED, KORSTEN, PORT
ELIZABETH

SANDOZ GmbH, KUNDL, TIROL, AUSTRIA

BODENE t/a INTRAMED, KORSTEN, PORT
ELIZABETH

24 months
17 APRIL 2009

ObyP2E ON 92
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

37/20.1.1/0578
CEFOTAXIME-FRESENIUS 2,0 g
INJECTION

EACH VIAL CONTAINS:

CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME 20¢g
1,2,3,4,5,6,7

BODENE (PTY) LTD ¥a INTRAMED
SANDOZ GmbH, KUNDL, TIROL, AUSTRIA

SANDOZ GmbH, KUNDL, TIROL, AUSTRIA
BODENE t/a INTRAMED, KORSTEN, PORT
ELIZABETH

SANDQOZ GmbH, KUNDL, TIROL, AUSTRIA

BODENE t/a INTRAMED, KORSTEN, PORT
ELIZABETH

24 months
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

38/2.7/0201

VARIPAN SUGAR FREE SYRUP
SYRUP

EACH 5,0 ml SYRUP CONTAINS:
PARACETAMOL 120,0 mg
1,2,3,4,5,6,8

LEBASI PHARMACEUTICALS cc
VARICHEM LABORATORIES, HARARE, ZIMBABWE
VARICHEM LABORATORIES, HARARE, ZIMBABWE

VARICHEM LABORATORIES, HARARE, ZIMBABWE
CONSULTING CHEMICAL LABORATCRIES,
ATLASVILLE, BOKSBURG

INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

LEBASI PHARMACEUTICALS, POTCHEFSTROOM

24 months (Provisional)
17 APRIL 2009

6002 AN 1€ INYHIONMSLVYVLS
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MRF 15

MRF 15

Registration number:
Name of medicine:

Dosage form.

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory: FPRC/FPRR:

FPRR:

Shelf-life:

Date of registration:

38/10.1/0249
L.C.C. GUAIPHENESIN COUGH MIXTURE
SYRUP

EACH 5,0 ml SYRUP ONTAINS:
GUAIPHENESIN 100,0 mg

1,2,3,4,5,6,8
ADCOCK INGRAM LIMITED

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM LTD, ERAND GARDENS,
MIDRAND

24 months {provisional)
17 APRIL 2009

Registration number;
Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC;

FPRR:

Shelf-life:
Date of registration:

A239/16.1/0211
NAZENE ADULT NASAL METERED SPRAY
SPRAY

EACH 1,0 ml SOLUTION CONTAINS:
OXYMETAZOLENE HYDROCHLORIDE 0,50 mg

1,2,3,4,5,6,8
ADCOCK INGRAM LIMITED

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM LTD, ERAND GARDENS, MIDRAND

24 months (Provisional)
17 APRIL 2009

Ovvee 'ON 82
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-iife:

Date of registration:

A39/7.5/0245
NIASPAN 375 mg
TABLET

EACH TABLET CONTAINS:
NICOTINIC ACID 3750 mg

1.2,3,4,5,6,7
MERCK (PTY) LTD

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON
MERCK KgaA, DARMSTADT, GERMANY

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, RSA
36 months
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration;

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/7.5/0246
NIASPAN 500 mg
TABLET

EACH TABLET CONTAINS:
NICOTINIC ACID 500,0 mg

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

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE, GERMISTON
MERCK KgaA, DARMSTADT, GERMANY

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE, GERMISTON
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, RSA
36 months
17 APRIL 2009

82 OvpZE ON
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form;

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A3977.5/0247
NIASPAN 750 mg
TABLET

EACH TABLET CONTAINS:
NICOTINIC ACID 750,0 mg

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

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON
MERCK KgaA, DARMSTADT, GERMANY

KOS PHARMACEUTICALS INC, EDISON, NEW
JERSEY, USA

MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, RSA
36 months
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer;

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/7.5/0248
NIASPAN 1 000 mg
TABLET

EACH TABLET CONTAINS:
NICOTINIC ACID

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

KOS PHARMACEUTICALS INC, EDISON,
NEW JERSEY, USA

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

MERCK KgaA, DARMSTADT, GERMANY

KOS PHARMACEUTICALS INC, EDISON,
NEW JERSEY, USA

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

SOUTH AFRICAN BUREAU OF
STANDARDS, GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, RSA
36 months
17 APRIL 2009

1000,0 mg

ObyZE ON 0Of
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A309/21.3/0401
EUTHYROX 25 ug
TABLET

EACH TABLET CONTAINS:
LEVOTHYROXINE SODIUM 25,0 ug

1,.2,3,4,56,7
MERCK (PTY) LTD
MERCK KgaA, DARMSTADT, GERMANY

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, GAUTENG
36 months
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Sheif-life:

Date of registration:

A39/21.3/0402
EUTHYROX 50 ug
TABLET

EACH TABLET CONTAINS:
LEVOTHYROXINE SODIUM 50,0 ug

1,2,3,4,5,6,7
MERCK (PTY) LTD
MERCK KgaA, DARMSTADT, GERMANY

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

SOUTH AFRICAN BUREAU OF
STANDARDS, GROENKLOOF, PRETORIA

MERCK, MODDERFONTEIN, GAUTENG
36 months
17 APRIL 2009

6002 FINC LE LNVHIAOMS.LYVLS
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MRF 15

Registration number; A39/21.3/0403

Name of medicine: EUTHYROX 100 ug

Dosage form; TABLET

Active ingredients: EACH TABLET CONTAINS:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

LEVOTHYROXINE SODiUM 100,0 ug
1,2,3,4,.5,6,7

MERCK (PTY) LTD

MERCK KgaA, DARMSTADT, GERMANY

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

MERCK KgaA, DARMSTADT, GERMANY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLQOF, PRETORIA

MERCK, MODDERFONTEIN, GAUTENG

36 months
17 APRIL 2009

MRF 15

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/26/0452

APEX-CYTARABINE INJECTION
100 mg/ml (1 mi)

INJECTION
EACH 1,0 ml SOLUTION CONTAINS:
CYTARABINE 100,0 mg

1,2,3,4,5,6,7,8
CAMOX PHARMACEUTICALS (PTY) LTD

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDAEAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

SOUTH AFRICAN BUREAU OF
STANDARDS, GROENKLOOF, PRETORIA
INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
M&L LABORATORY SERVICES,
ORMONDE, JOHANNESBURG

CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG

24 months {Provisional)
17 APRIL 2009

6002 ANP 1€ 'AL1IIZVD ININNHINOD
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MRF 15

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/26/0453
APEX-CYTARABINE INJECTION 100 mg/ml 5 ml)

INJECTION
EACH 1,0 ml SOLUTION CONTAINS:
CYTARABINE 100,0 mg

1,2,3,4,5,6,7,8
CAMOX PHARMACEUTICALS (PTY) LTD

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG

24 months (Provisional)
17 APRIL 2009

MRF 15

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A39/26/0454

APEX-CYTARABINE INJECTION
100 mg/ml (10 ml)

INJECTION
EACH 1,0 ml SOLUTION CONTAINS:
CYTARABINE 100,0 mg

1,2,3,4,5,6,7,8
CAMOX PHARMACEUTICALS (PTY) LTD

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS, MATODA,
SANAND, AHMEDABAD, INDIA

SOUTH AFRICAN BUREAU OF
STANDARDS, GROENKLOOF, PRETORIA
INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
M&L LABORATORY SERVICES,
ORMONDE, JOHANNESBURG

CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG

24 months (Provisional)
17 APRIL 2009

6002 ANNC L€ LNYHIOMSIVVLS
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-life:
Date of registration:

A39/3.1/0588
CATAFLAM SACHETS
POWDER

EACH SACHET CONTAINS:
DICLOFENAC POTASSIUM 50,0 mg

1,2,3,4,5,6,7,8
NOVARTIS SA. (PTY) LTD
MIPHARM S.p.A., MILAN, ITALY

MIPHARM S.p.A., MILAN, ITALY
NOVARTIS S.A., SPARTAN, KEMPTON
PARK

MIPHARM S.p.A., MILAN, ITALY
M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

NOVARTIS S.A., SPARTAN, KEMPTON
PARK

24 months (Provisional)
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-fife:

Date of registration:

A40/13/0219
PROTOPIC 0,03 % OINTMENT
OINTMENT

EACH 1,0 g OINTMENT CONTAINS:
TACROLIMUS 03 mg

1,2,3,4,5,86,7
ASTELLAS PHARMA (PTY) LTD

FUJSAWA HEALTHCARE INC, GRAND ISLAND,
NEW YORK, USA

FUJISAWA HEALTHCARE INC, GRAND ISLAND,
NEW YORK, USA

FUJISAWA IRELAND LTD, KERRY COUNTY,
KILLORGLIN, IRELAND

FUJISAWA IRELAND LTD, KERRY COUNTY,
KILLORGLIN, IRELAND

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

ASTELLAS PHARMA, BEDFORDVIEW,
JOHANNESBURG

24 months
17 APRIL 2009

orvee ON tE
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MRF 15

MRF 15 ]

Registration number: A40M3N231

Name of medicine: PROTOPIC 0,1 % OINTMENT

Dosage form: OINTMENT

Active ingredients: EACH 1,0 g OINTMENT CONTAINS:
TACROLIMUS 0,1 mg

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

Applicant: ASTELLAS PHARMA (PTY) LTD

Manufacturer: FUJISAWA HEALTHCARE INC, GRAND
ISLAND, NEW YORK, USA

Packer: FUJISAWA HEALTHCARE INC, GRAND
ISLAND, NEW YORK, USA
FUJISAWA IRELAND LTD, KERRY COUNTY,
KILLORGLIN, IRELAND

Laboratory: FPRC: FUJISAWA IRELAND LTD, KERRY COUNTY,
KILLORGLIN, IRELAND
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

FPRR: ASTELLAS PHARMA, BEDFORDVIEW,

JOHANNESBURG

Shelf-life: 24 months

Date of registration: 17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

A40/15.4/0282
ACULAR 0.4 %
SOLUTION

EACH 1,0 ml SOLUTION CONTAINS:
KETOROLAC TROMETHAMINE 4,0 mg

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

ALLERGAN PHARMACEUTICALS (PTY)LTD

ALLERGAN INC, WACO, j’EXAS. USA

ALLERGAN INC, WACO, iTEXAS, USA

ALLERGAN INC, WACO, TEXAS, USA
INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA

ALLERGAN PHARMACEUTICALS, HALFWAY
HOUSE, RSA

18 months
17 APRIL 2009

6002 JITNM LE LNVHIOMSIVYLS
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant;

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

A40/26/0359
TARCEVA 25 mg
TABLET

EACH TABLET CONTAINS:
ERLOTINIB HYDROCHLORIDE EQUIVALENT TO
ERLOTINIB 250mg

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

SCHWARZ PHARMA MANUFACTURING INC,
SEYMOUR, INDIANAPOLIS, USA

SCHWARZ PHARMA MANUFACTURING INC,
SEYMOUR, INDIANAPOLIS, USA

F. HOFFMANN-LA ROCHE LTD, KAISERAUGST,
SWITZERLAND

IVERS-LEE AG, BURGDORF, SWITZERLAND
HOFFMANN-LA ROCHE AG, GRENZACH-
WYHLEN, GERMANY

ROCHE PRODUCTS, ISANDO, RSA

HOFFMANN-LA ROCHE AG, GRENZACH-
WYHLEN, GERMANY

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA
36 months
17 APRIL 2008

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:
Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:
Shelf-life:
Date of registration:

A40/26/0360
TARCEVA 100 mg
TABLET

EACH TABLET CONTAINS:
ERLOTINIB HYDROCHLORIDE
EQUIVALENT TO ERLOTINIB  100,0 mg

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

SCHWARZ PHARMA MANUFACTURING
INC, SEYMOUR, INDIANAPOLIS, USA

SCHWARZ PHARMA MANUFACTURING
INC, SEYMOUR, INDIANAPOLIS, USA

F. HOFFMANN-LA ROCHE LTD,
KAISERAUGST, SWITZERLAND
IVERS-LEE AG, BURGDOREF,
SWITZERLAND

HOFFMANN-LA ROCHE AG, GRENZACH-
WYHLEN, GERMANY

ROCHE PRODUCTS, ISANDO, RSA

HOFFMANN-LA ROCHE AG, GRENZACH-
WYHLEN, GERMANY

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA
36 months
17 APRIL 2008

opvee ON  9¢
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MRF 15

Registration number:
Name of medicine:
Dasage form:

Active ingredients:

Conditions of registration:
Applicant;
Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-life:
Date of registration:

A40/26/0361
TARCEVA 150 mg
TABLET

EACH TABLET CONTAINS:
ERLOTINIB HYDROCHLORIDE EQUIVALENT TO
ERLOTINIB 150,0 mg

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

SCHWARZ PHARMA MANUFACTURING {NC,
SEYMOUR, INDIANAPOLIS, USA

SCHWARZ PHARMA MANUFACTURING INC,
SEYMOUR, INDIANAPOLIS, USA

F. HOFFMANN-LA ROCHE LTD, KAISERAUGST,
SWITZERLAND

WERS-LEE AG, BURGDORF, SWITZERLAND
HOFFMANN-LA ROCHE AG, GRENZACH-WYHLEN,
GERMANY

ROCHE PRODUCTS, ISANDO, RSA

HOFFMANN-LA ROCHE AG, GRENZACH-WYHLEN,
GERMANY

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA

36 months
17 APRHI 2008

MRF 18§

Redgistration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory: FPRC;

FPRCIFPRR:

Sheit-life:
Date of registration:

41/2.2/10018
MILOZ 5
INJECTION

EACH AMPOULE CONTAINS:
MIDAZOLAM HYDROCHLORIDE EQUIVALENT
TOMIDAZOLAM 5.0 mg

1,2,3,4,5,6,7,8
GULF DRUG COMPANY (PTY) LTD

PT NOVELL PHARMACEUTICAL
LABORATORIES, SENAYAN, JAKARTA

PT NOVELL PHARMACEUTICAL
LABORATORIES, SENAYAN, JAKARTA

PT NOVELL PHARMACEUTICAL
LABORATORIES, SENAYAN, JAKARTA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
CONSULTING MICROBIOLOGICAL
LABORATORY, BEYERSPARK, BOKSBURG

GULF DRUG COMPANY, MOUNT
EDGECOMBE, KZN

24 months (Provisional)
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
‘Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:

Date of registration:

41/26/0049
CIPLA-IRINOTECAN 40 mg/2 m!
INFUSION

EACH 1,0 ml SOLUTION CONTAINS:
IRINOTECAN HYDROCHLORIDE TRIHYDRATE
20,0 mg

1,2,3,4,5,6,7,8

CIPLA MEDPRO (PTY) LTD

CIPLALTD, (UNIT V), VERNA, GOA, INDIA
CIPLA LTD, (UNIT V), VERNA, GOA, INDIA
CIPLA LTD, (UNIT V), VERNA, GOA, INDIA

CIPLA MEDPRO, ROSENPARK, BELLVILLE
24 months (Provisional)
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/26/0050
CIPLA-IRINOTECAN 100 mg/5 mi
INFUSION

EACH 1,0 m! SOLUTION CONTAINS:
IRINOTECAN HYDROCHLORIDE TRIHYDRATE
20,0 mg

1,2,3,4,5,6,7,8

CIPLA MEDPRO (PTY) LTD

CIPLA LTD, (UNIT V), VERNA, GOA, INDIA
CIPLA LTD, (UNIT V), VERNA, GOA, INDIA
CIPLA LTD, (UNIT V), VERNA, GOA, INDIA

CIPLA MEDPRO, ROSENPARK, BELLVILLE
24 months (Provisional)
17 APRIL 2009
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6002 AINC LE ‘F1132vD LNFWNHIAOD



MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/24/0135
B BRAUN 5 % GLUCOSE
INFUSION

EACH 1000,0 ml SOLUTION CONTAINS:
GLUCOSE MONOHYDRATE EQUIVALENT TO
GLUCOSE 50,0 g

1,2,3,4,56
B BRAUN MEDICAL (PTY) LTD

B BRAUN MELSUNGEN AG, MELSUNGEN,
GERMANY

B BRAUN MELSUNGEN AG, PFIEFFEWIESEN,
MELSUNGEN, GERMANY

B BRAUN MEDICAL S.A.,RUBI, BARCELONA, SPAIN

B BRAUN MELSUNGEN AG, MELSUNGEN,
GERMANY

B BRAUN MELSUNGEN AG, PFIEFFEWIESEN,
MELSUNGEN, GERMANY

B BRAUN MEDICAL S.A.,RUBI, BARCELONA, SPAIN

B8 BRAUN MELSUNGEN AG, MELSUNGEN,
GERMANY

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

COSI PHARMACEUTICALS, INDUSTRIA WEST,
JOHANNESBURG

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

B BRAUN MEDICAL, HONEYDEW, GAUTENG

36 months
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:
Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:

Date of registration:

41/2.2/0174

MILOZ 15

INJECTION

EACH AMPOULE CONTAINS:

MIDAZOLAM HYDROCHLORIDE EQUIVALENT TO
MIDAZOLAM 15,0 mg

1,2,3,456,7. 8
GULF DRUG COMPANY (PTY) LTD

PT NOVELL PHARMACEUTICAL LABORATORIES,
SENAYAN, JAKARTA

PT NOVELL PHARMACEUTICAL LABORATORIES,
SENAYAN, JAKARTA

PT NOVELL PHARMACEUTICAL LABORATORIES,
SENAYAN, JAKARTA

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

M&L LABORATORY SERVICES, ORMONDE,
JOHANNESBURG

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

CONSULTING MICROBIOLOGICAL LABORATORY,
BEYERSPARK, BOKSBURG

GULF DRUG COMPANY, MOUNT EDGECOMBE,
KZN

24 months (Provisional)
17 APRIL 2009

6002 JITNr L€ LNVHIOMSLVVLS
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/11.3/0312

CIPLATRIM 10

CAPSULE

EACH CAPSULE CONTAINS:

SIBUTRAMINE HYDROCHLORIDE EQUIVALENT
TO SIBUTRAMINE 10,0 mg
1,2,3,4,56,7

CIPLA MEDPRO (PTY) LTD

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA MEDPRO, ROSENPARK, BELLVILLE
24 months
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/11.3/0313

CIPLATRIM 15

CAPSULE

EACH CAPSULE CONTAINS:

SIBUTRAMINE HYDROCHLORIDE EQUIVALENT
TO SIBUTRAMINE 16,0 mg
1.2.3,4,5,6,7

CIPLA MEDPRO (PTY) LTD

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA LTD, KURKUMBH, PUNE,
MAHARASHTRA, INDIA

CIPLA MEDPRO, ROSENPARK, BELLVILLE
24 months
17 APRIL 2009

orvee ON Ob
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/11.3/0315
CIPLA-SIBUTRAMINE 10
CAPSULE

EACH CAPSULE CONTAINS:
SIBUTRAMINE HYDROCHLORIDE EQUIVALENT
TO SIBUTRAMINE 10,0 mg

1,2,3,4,5,6,7
CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE
24 months
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/11.3/0316
CIPLA-SIBUTRAMINE 15
CAPSULE

EACH CAPSULE CONTAINS:
SIBUTRAMINE HYDROCHLORIDE EQUIVALENT
TO SIBUTRAMINE 15,0 mg

1,2.3,4 56,7
CIPLA LIFE SCIENCES (PTY) LTD

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LTD, KURKUMBH, PUNE, MAHARASHTRA,
INDIA

CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE
24 months
17 APRIL 2009
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MRF 15

Registration nurmber;
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory; FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

4111.2/0373
VOXRA 150
TABLET

EACH TABLET CONTAINS:
BUPROPION HYDROCHLORIDE

1,2,3,4,5,6,7
GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD
BIOVAIL CORPORATION, STEINBACH, CANADA

BIOVAIL CORPORATION, STEINBACH, CANADA
GLAXO WELLCOME GmbH & Co, BAD
OLDESLOE, GERMANY

GLAXOSMITHKLINE, EPPING, CAPE TOWN

BIOVAIL CORPORATION, STEINBACH, CANADA
INOPHARM INC, MARKHAM, CANADA

GLAXO WELLCOME GmbH & Co, BAD
OLDESLOE, GERMANY

150,0 mg

GLAXOSMITHKLINE, EPPING, CAPE TOWN
18 months
17 APRIL 2009

MRF 18

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

411.2/0374
VOXRA 300
TABLET

EACH TABLET CONTAINS:
BUPROPION HYDROCHLORIDE

1.2,3,4,5,6,7
GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD
BIOVAIL CORPORATION, STEINBACH, CANADA

BIOVAIL CORPORATION, STEINBACH, CANADA
GLAXO WELLCOME GmbH & Co, BAD OLDESLOE,
GERMANY

GLAXOSMITHKLINE, EPPING, CAPE TOWN

BIOVAIL CORPORATION, STEINBACH, CANADA
INOPHARM INC, MARKHAM, CANADA

GLAXO WELLCOME GmbH & Co, BAD OLDESLOE,
GERMANY

300,0 mg

GLAXOSMITHKLINE, EPPING, CAPE TOWN
18 months
17 APRIL 2009

orPee ON eb
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/1.2/0458
ALAMIL 20
TABLET

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

1,2,3.4,5,6,7,8
DR REDDY'S LABORATORIES (PTY) LTD

DR REDDY'S LABORATORIES LTD, SURVEY
NO 41, RANGA REDDY DISTRICT, ANDHRA
PRADESH, INDIA

DR REDDY’S LABORATORIES LTD, SURVEY
NO 41, RANGA REDDY DISTRICT, ANDHRA
PRADESH, INDIA

DRA PHARMACEUTICALS, IRENE, CENTURION

DR REDDY'S LABORATORIES LTD, SURVEY
NO 41, RANGA REDDY DISTRICT, ANDHRA
PRADESH, INDIA

INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

DR REDDY'S LABORATORIES, MURRAYFIELD,
PRETORIA

24 months (Provisional)
17 APRIL 2009

MRF 16

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/1.2/0459
ALAMIL 40
TABLET

EACH TABLET CONTAINS:
CITALOPRAM HYDROBROMIDE
EQUIVALENT TO CITALOPRAM 40,0 mg

1.2,3,4,5,6,7,8
DR REDDY'S LABORATORIES (PTY) LTD

DR REDDY'S LABORATORIES LTD,
SURVEY NO 41, RANGA REDDY
DISTRICT, ANDHRA PRADESH, INDIA

DR REDDY’S LABORATORIES LTD,
SURVEY NO 41, RANGA REDDY
DISTRICT, ANDHRA PRADESH, INDIA
DRA PHARMACEUTICALS, IRENE,
CENTURION

DR REDDY'S LABORATORIES LTD,
SURVEY NO 41, RANGA REDDY
DISTRICT, ANDHRA PRADESH, INDIA
INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

DR REDDY'S LABORATORIES,
MURRAYFIELD, PRETORIA

24 months (Provisional)
17 APRIL 2008
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-ife:

Date of registration:

41/2.7/10589
SOVENOR 5 PATCH
PATCH

EACH PATCH CONTAINS:
BUPRENORPHINE 5,0 mg

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

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

CONSULTING CHEMICAL LABORATORIES,

ATLASVILLE, BOKSBURG

MEDWICH PHARMA, LYNNWOOD GLEN,
PRETORIA

24 months
17 APRIL 2008

MRF 15

Registration number:
Name of medicine:
Dosage form;

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/2.7/0590
SOVENOR 10 PATCH
PATCH

EACH PATCH CONTAINS:
BUPRENORPHINE 10,0 mg

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

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

CONSULTING CHEMICAL
LABORATOCRIES, ATLASVILLE,
BOKSBURG

MEDWICH PHARMA, LYNNWGOD GLEN,
PRETORIA

24 months
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Sheilf-life:

Date of registration:

4172710591
SOVENOR 20 PATCH
PATCH

EACH PATCH CONTAINS:
BUPRENORPHINE 20,0 mg

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

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAPIE-SYSTEME AG,
ANDERNACH, GERMANY

LTS LOHMANN THERAFPIE-SYSTEME AG,
ANDERNACH, GERMANY

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

MEDWICH PHARMA, LYNNWOOD GLEN,
PRETORIA

24 months
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1.3/0648
PEARINDA 2
TABLET

EACH TABLET CONTAINS:
PERINDOPRIL, TERT-BUTYLAMINE
2,0mg

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

SPECIFAR S.A., VARVARA, ATHENS,
GREECE

SPECIFAR S.A,, VARVARA, ATHENS,
GREECE

DIVPHARM MANUFACTURING &
PACKAGING, LONGDALE,
JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS,
GREECE

SPECPHARM, HALFWAY HOUSE,
MIDRAND

24 months
17 APRIL 2009

6002 1NN L LNVHIONSIVVLS
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MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1.3/0649
PEARINDA 4
TABLET

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

1,.2,3,4,5,6,7
SPECPHARM (PTY) LTD
SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECIFAR S.A., VARVARA, ATHENS, GREECE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECPHARM, HALFWAY HOUSE, MIDRAND
24 months
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life;

Date of registration:

41/7.1.3/0650
PEARINDA 8
TABLET

EACH TABLET CONTAINS:
PERINDOPRIL, TERT-BUTYLAMINE 8.0 mg

1,2,3,4,5,6,7
SPECPHARM (PTY) LTD
SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECIFAR S.A., VARVARA, ATHENS, GREECE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECPHARM, HALFWAY HOUSE, MIDRAND
24 months
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1.3/0861
SPEC-PERINDOPRIL 2
TABLET

EACH TABLET CONTAINS:
PERINDOPRIL, TERT-BUTYLAMINE 2,0 mg

1.2,3,4,56,7
SPECPHARM (PTY) LTD
SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECIFAR S.A., VARVARA, ATHENS, GREECE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECPHARM, HALFWAY HOUSE, MIDRAND
24 months
17 APRIL 2009

MRF 15

Registration number;
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:;

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1.3/0652
SPEC-PERINDOPRIL 4
TABLET

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

1,2,3,4,5,6,7
SPECPHARM (PTY) LTD
SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECIFAR S.A., VARVARA, ATHENS, GREECE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECPHARM, HALFWAY HOUSE, MIDRAND
24 months
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/7.1.3/0653
SPEC-PERINDOPRIL 8
TABLET

EACH TABLET CONTAINS:
PERINDOPRIL, TERT-BUTYLAMINE  8,0mg

1.2,3,4,5,6,7
SPECPHARM (PTY) LTD
SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECIFAR S.A., VARVARA, ATHENS, GREECE
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG

SPECIFAR S.A., VARVARA, ATHENS, GREECE

SPECPHARM, HALFWAY HOUSE, MIDRAND
24 months
17 APRIL 2008

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/34/0816
MYCOPHENOLATE HEXAL 250
CAPSULE

EACH CAPSULE CONTAINS:
MYCOPHENOLATE MOFETIL  250,0 mg

1,2,3,4,56,7
SANDOZ S.A. (PTY) LTD

SANDOZ PRIVATE LTD, VILLAGE DIGHE,
NAVI MUMBAL, INDIA

SANDOZ PRIVATE LTD, VILLAGE DIGHE,
NAVI MUMBAI, INDIA

SANDOZ PRIVATE LTD, VILLAGE DIGHE,
NAVI MUMBAI, INDIA .

SOUTH AFRICAN BUREAU OF
STANDARDS, GROENKLOOF, PRETORIA
NOVARTIS SA, SPARTAN, KEMPTON
PARK

SANDOZ SA, SPARTAN, KEMPTON PARK
24 months
17 APRIL 2009

orveeE 'ON 8P

8002 AINP L€ ‘HL1i3Z2vD INFNNHIACD



MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:;

41/26/0834
VINOREL 10
INJECTION

EACH VIAL CONTAINS:
VINCRELBINE TARTRATE EQUIVALENT TC
VINORELBINE 10,0 mg

1,2,3,4,56,7
PHARMAPLAN (PTY) LTD

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

PHARMAPLAN, MIDRAND

24 months "
17 APRIL 2009

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/20.1.2/0863
AURO-AMOXICLAV 125 — 31,25 mg/5 mi
SUSPENSION

EACH 5,0 ml SUSPENSION CONTAINS:
AMOXICILLIN TRIHYDRATE EQUIVALENT
TO AMOXICILLIN 125,0 mg
POTASSIUM CLAVULANATE .
EQUIVALENT TO CLAVULANIC ACID
31,25 mg :

1,2,3,4,56,7
AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT X,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT Xii,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT XII,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDOC PHA!%MA, MEYERSDAL,
JOHANNESBURG

24 months
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/20.1.2/0964

AURO-AMOXICLAV 250 ~ 62,5 mg/5 mi
SUSPENSION

EACH 5,0 mt SUSPENSION CONTAINS:

AMOXICILLIN TRIHYDRATE EQUIVALENT TO

AMOXICILLIN 250,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 62,5 mg
1,2,3,45,6,7

AUROBINDO PHARMA (PTY) LTD

AUROBINDO PHARMA LTD, UNIT Xii,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDG PHARMA LTD, UNIT XIi,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD, UNIT XlII,
HYDERABAD, ANDHRA PRADESH, INDIA

AUROBINDO PHARMA, MEYERSDAL,
JOHANNESBURG

24 months
17 APRIL 2009

MRF 15

ovbee ON 0§

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/26/1003
IRINOTAS
INJECTION

EACH 2,0 mi VIAL CONTAINS:
IRINOTECAN HYDROCHLORIDE 40,0 mg

1,2,3,4,5,6,7,8
ACCORD HEALTHCARE (PTY)LTD

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AHMEDABAD, INDIA
CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

ACCORD HEALTHCARE, RIVONIA, RSA

24 months (Provisional)
17 APRIL 2009

6002 ATNM LE T LLIIZVO INFWNHIAOD



MRF 15

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

41/26/1004
ACCORD-IRINOTECAN
INJECTION

EACH 2,0 mi VIAL CONTAINS:
IRINOTECAN HYDROCHLORIDE 40,0 mg

1,2,3,4,5,6,7,8
ACCORD HEALTHCARE (PTY} LTD

INTAS PHARMACEUTICALS LTD, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS LTD, MATODA,
SANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS LTD, MATODA,
SANAND, AHMEDABAD, INDIA
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

ACCORD HEALTHCARE, RIVONIA, RSA

24 months (Provisional)
17 APRIL 2009

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

411411024
EURO-MED LIGNOCAINE HCL 2 % 2 mi
INJECTION

EACH 1,0 ml SOLUTION CONTAINS:
LIGNOCAINE HYDROCHLORIDE 20,0 mg

1,2,3,4,5,6,7
LEBASI PHARMACEUTICALS cc

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

INSTITUTE FOR PHARMACEUTICAL SERVICES,

SILVERTONDALE, PRETORIA
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

LEBASI PHARMACEUTICALS,
POTCHEFSTROOM

36 months
17 APRIL 2009

6002 JINNC L€ INVHIONSIVYVYLS
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MRF 15

Registration number:
Name of medicine:
Dosage form: k
Active ingredients:

Conditions of registration:
Applicant: '
Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

411411025
EURO-MED LIGNOCAINE HCL 2 % 5 mi
INJECTION

EACH 1,0 ml SOLUTION CONTAINS:

LIGNOCAINE HYDROCHLORIDE 200 mg

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

LEBAS| PHARMACEUTICALS cc

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

EURO-MED LABORATORIES, CAVITE,
PHILIPPINES

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA
CONSULTING CHEMICAL LABORATORIES,
ATLASVILLE, BOKSBURG

LEBASI PHARMACEUTICALS,
POTCHEFSTROOM

36 months
17 APRIL 2009

MRF 18

Registration number: 41/1.211028

Name of medicine: CYMGEN 30

Dosage form: CAPSULE

Active ingredients: EACH CAPSULE CONTAINS:
DULOXETINE HYDROCHLORIDE EQUIVALENT
TO DULOXETINE 30.0mg

Conditions of registration: 1,2,3,4,56,7

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

Manufacturer: ELILILLY & CO, LILLY TECHNOLOGY CENTRE,
INDIANAPOLIS, USA
ELAN PHARMA INTERNATIONAL LTD,
ATHLONE, COUNTY WESTMEATH, IRELAND

Packer: ELI LILLY & CO, LILLY TECHNOLOGY CENTRE,

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

INDIANAPOLIS, USA
LILLY S.A,, SPAIN, ALCOBENDAS, MADRID,
SPAIN

ELILILLY & CO, LILLY TECHNOLOGY CENTRE,
INDIANAPOLIS, USA

ELAN PHARMA INTERNATIONAL LTD,
ATHLONE, COUNTY WESTMEATH, IRELAND
LILLY S.A,, SPAIN, ALCOBENDAS, MADRID,
SPAIN

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

ELILILLY (S.A.), BRYANSTON,
JOHANNESBURG

24 months
17 APRIL 2009
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRR:

Shelf-life:

Date of registration:

MRF 15
41/1.2/1030 Registration number;
CYMGEN 60 Name of medicine:
CAPSULE Dosage form:
EACH CAPSULE CONTAINS: Active ingredients:
DULOXETINE HYDROCHLORIDE EQUIVALENT
TO DULOXETINE 60,0 mg
1,2,3,4,5,6,7 Conditions of registration:
ELILILLY (8.A) (PTY)LTD Applicant:

ELILILLY & CO, LILLY TECHNOLOGY CENTRE,
INDIANAPOLIS, USA

ELAN PHARMA INTERNATIONAL LTD,
ATHLONE, COUNTY WESTMEATH, IRELAND

ELILILLY & CO, LILLY TECHNOLOGY CENTRE, Packer:
INDIANAPOLIS, USA

LILLY S.A,, SPAIN, ALCOBENDAS, MADRID,

SPAIN

ELILILLY & CO, LILLY TECHNOLOGY CENTRE,
INDIANAPOLIS, USA

ELAN PHARMA INTERNATIONAL LTD,
ATHLONE, COUNTY WESTMEATH, IRELAND
LILLY S.A., SPAIN, ALCOBENDAS, MADRID,
SPAIN

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

ELILILLY (S.A)), BRYANSTON, FPRR:
JOHANNESBURG

24 months Shelf-life:

Manufacturer:;

Laboratory: FPRC:

17 APRIL 2009 Date of registration:

42/26/0005
VINOREL 50
INJECTION

EACH VIAL CONTAINS:
VINORELBINE TARTRATE EQUIVALENT

TO VINORELBINE 50,0 mg

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

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

ERIOCHEM S.A., PARANA, ENTRE RIOS,
ARGENTINA

CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

PHARMAPLAN, MIDRAND .

24 months

17 APRIL 2008
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

42/20.2.8/0047
PHARMA-Q ZIDOVUDINE SYRUP 50 mg
SYRUP

EACH 5,0 ml SYRUP CONTAINS:
ZIDOVUDINE 50,0 mg

1,2,3,45,6,7,8
PHARMA-Q (PTY) LTD
PHARMA-Q, INDUSTRIA, JOHANNESBURG

PHARMA-Q, INDUSTRIA, JOHANNESBURG

SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

CENTRE OF QUALITY ASSURANCE, NORTH-
WEST UNIVERSITY, POTCHEFSTROOM
INSTITUTE FOR PHARMACEUTICAL
SERVICES, SILVERTONDALE, PRETORIA

PHARMA-Q, INDUSTRIA, JOHANNESBURG
24 months (Provisional)
17 APRIL 2008

MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

42/8.5/0598
NEULASTIM
INJECTION

EACH PRE-FILLED SYRINGE CONTAINS:
PEGFILGRASTIM 6,0 mg

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

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

F. HOFFMANN-LA ROCHE LTD, KAISERAUGST,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA

F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

ROCHE PRODUCTS, ISANDO, RSA
24 months
17 APRIL 2009
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