STAATSKOERANT, 28 OKTOBER 2011 No. 34702 3

GENERAL NOTICE

NOTICE 761 OF 2011

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 Manutacturing Practices as determined by Gouncil

2, The manutacture 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 peried 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 manutacturer.

10. A post-registration inspection must be conducted on the first preduction 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
sirains 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 MRF15 MRF 15
Registration Q7M7.3/31 Registration numbec 42/20.2 8/0001 Registration 42/20.2.8/0073
number. number:
Name of medicine:  OTILAN Mame of medicine: TRIPLAVAR Name of medicine:  STRIDES EFAVIRENZ 200 mg
Dosage form: DROPS Dosage farm: TABLET Dpsage form: TABLET
Active ingredients:  EACH 1,0 mi SOLUTION Active ingredients: EACH TABLET CONTAINS: Active ingredients:  EACH TABLET CONTAINS:
CONTAINS: LAMIVUDINE 150,0 mg EFAVIRENZ 200,0 mg
MICONAZOLE NITRATE 23,0mg ZIDOVUDINE 300.0 mg
POLYMIXINB 55000 iu NEVIRAPINE 200,0 mg
PREDNISOLONE ACETATE
50 mg
Conditions of 1,2,3,4,5.8,7.8 Conditions of 1,2,3,4,56,7 Conditions of 1,2,3,4,5,6,7,8
registration: registration: registration;
Applicant: CIPLA MEDFRO (PTY)LTD . Applicant: CIPLA MEDPRO (PTY) LTD Applicant: STRIDES 54
PHARMACEUTICALS (PTY) LTD
Manufacturer. CIPLA LTD, PALGHAR, THANE, Manufacturer: CIPLA LTD, (UNIT 1}, VERNA, Manufacturer. STRIDES ARCOLAB LTD,
MAHARASHTRA, INDIA GOA, INDIA ANEKAL TALUK, BANGALORE,
INDIA
Packer: CIPLA LTD, PALGHAR, THANE, Packer. CIPLA LTD, (UNIT I}, VERNA, Packer: STRIDES ARCOLAB LTD,
MAHARASHTRA, INDIA GOA, INDIA ANEKAL TALUK, BANGALORE,
INDIA
Laboratory. FPRC:  CIPLA LTD, PALGHAR, THANE, Laboratory: CIPLA LTD, {UNIT I}, VERNA, Laboratory: FPRC:  STRIDES ARCOLAB LTD,
MAHARASHTRA, INDIA FPRC: GOA, INDIA ANEKAL TALUK, BANGALORE,
INDIA
COLUMBIA
PHARMACEUTICALS, BARDENE,
BOKSBURG
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SHVERTONDALE, PRETORIA
‘s NOVARTIS SA, SPARTAN,
KEMPTON PARK
FPRR:  CIPLA MEDPRO, ROSENPARK, FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: STRIDES SA
BELLVILLE BELLMILLE PHARMACEUTICALS, ARCADIA,
PRETORIA
Sheit.life: 24 months (Provisional) Shelfife: 24 months Shelf-life: 24 months (Provisional)
Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of 16 APRIL 2011
: registration;
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MRF 15 MRF15 MRF 15

Registration 42/20.2.8/0074 Registration number: 42/21.3/0670 Registration 42/21.3/0671

number. number:

Name of medicine: STRIDES EFAVIRENZ 500 mg Name of medicine: SYNTHROID 25 ne Name of medicine: SYNTHROID 50 ug

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
EFAVIRENZ 600,0 mg LEVOTHYROXINE SODIUM 25,0 ug LEVOTHYROXINE SQDIUM

50,0 ug

Conditions of
registration:

Applicant:

Manufacturer:

Packer.

Laboratory: FPRC:

FPRR:

Shelf-fife:
Date of registration:

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

STRIDES SA
PHARMACEUTICALS (PTY) LTD

STRIDES ARCOLAB LTD,
ANEKAL TALUK, BANGALORE,
INDIA

STRIDES ARCOLAB LTD,
ANEKAL TALUK, BANGALORE,
INDIA

STRIDES ARCOLAB LTD,
ANEKAL TALUK, BANGALORE,
INDIA

COLUMBIA
PHARMACEUTICALS,
BARDENE, BOKSBURG
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA
NOVARTIS SA, SPARTAN,
KEMPTON PARK

STRIDES SA
PHARMACEUTICALS, ARCADIA,
PRETORIA

24 months (Provisional)
15 APRIL 2011

Conditions of
registration:

Applicant:

Manufacturer

Packer,

Laboratory:
FPRC:

FPRC/FPRR:

Shelfife:
Date of registration:

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

ABBOTT LABORATORIES SA (PTY)
LTD

ABBOTT LABORATORIES, JAYUYA,
PUERTO RICO

ABBOTT LABORATORIES, JAYUYA,
PUERTO RICO

ABBOTT LABORATORIES, JAYUYA,
PUERTO RICO

ABBOTT LABORATORIES, NORTH
CHICAGO, ILLINOIS, USA

ABBOTT LABORATORIES 8A,
CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011

Conditions of
registration:

Applicant:

Manufacturer.

Packer.

Labarsiory: FPRC;

FPRC/FPRR:

Shelf-ife:
Date of registration:

1.2,3,4,5,6,7. 8

ABBOTT LABORATORIES SA
(PTY) LTD

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
NORTH CHICAGO, ILLINOIS, USA

ABBOTT LABORATORIES SA,
CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011
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MRF 15 MRF15 MRF 15

Regi;t;aﬁon 42/21.3/0672 Registration number: 42121.3/0673 Registration number: 42(21.3/0674

number;

Naﬂ',e,g; ) SYNTHROID 75 ug Name of medicine: - SYNTHROID 88 pug Neme of medicine: SYNTHROID 100 pg

Dnsage form:; TABLET Dosage form; TABLET Dosage form: TABLET

Active EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:

ingredients: LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM  100,0
75.0 ug 88,0 pg HEg

Conditions of 1,2,3,4,56,7,8 Conditions of registration: 1,2,3,4,5,6,7, 8 Conditions of 1.2,3.4,5,6,7. 8

registration: registration:

~ Appiicant; ABBOTT LABORATORIES SA Applicant: ABBOTT LABORATORIES SA Applicant: ABBOTT LABORATORIES SA (PTY)

{PTY)LTD ‘ {(PTY)LTD LTD

Manufacturer. ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, Manufaciurer: ABBOTT LABORATORIES, JAYUYA,
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO PUERTO RICO

Packer: ABBOTT LABORATORIES, Packer: ABBOTT LABORATORIES, Packer: ABBOTT LABORATORIES, JAYUYA,
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO PUERTO RICO

Laboratory: ABBOTT LABORATORIES, Leboratory: ABBOTT LABORATORIES, Laboratory: FPRC: ABBOTT LABORATORIES, JAYUYA,

FPRC: JAYUYA, PUERTO RICC FPRC: JAYUYA, PUERTO RICO PUERTO RICO
ABBOTT LABORATORIES, ABBOTT LABORATORIES, ABBOTT LABORATORIES, NORTH
NORTH CHICAGO, ILLINOIS, NORTH CHICAGO, ILLINOIS, CHICAGO, ILLINOIS, USA
USA USA

FPRCAFPRR: ABBOTT LABORATORIES FPRCFPRR:  ABBOTT LABORATORIES 3A, FPRC/FPRR: ABBOTT LABORATORIES SA,
SA, CONSTANTIA KLOOF, CONSTANTIA KLOOF, CONSTANTIA KLOOF,
JOHANNESBURG JOHANNESBURG JOHANNESBURG

Shetilite; 24 months (Provisional) Shetf-life: 24 months {Provisional) Shettite: 24 months (Provislonal)

Dale of 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011

registration:
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MRF 16

MRF15

MRF 15

Registration number;
Name of medicine:
Dosage form:

Active ingrediems:

Conditions of regisiration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-life:
Date of registration:

42/21.3/0675
SYNTHROID 112 pg
TABLET

EACH TABLET CONTAINS:
LEVOTHYROXINE SODIUM

1120 pg
1,2,3,4,56,7,8

ABBOTT LABORATORIES SA
(PTY)LTD

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO
ABBOTT LABORATORIES,
NORTH CHICAGO, iLLINOIS,
USA

ABBOTT LABORATORIES SA,

CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer.

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-life:
Date of registration:

42/21.3/0676
SYNTHROID 125 ug
TABLET

EACH TABLET CONTAINS:
LEVOTHYROXINE SODIUM

125,0 ug
1,2,3,4,5,6,7,8

ABBOTT LABORATORIES
SA (PTY) LTD

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO
ABBOTT LABORATORIES,
NORTH CHICAGO,
ILLINOIS, USA

ABBOTT LABORATORIES
SA, CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of regisiration:

" Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRC/FPRR:

Shelf-ife:
Date of registration;

42/21.3/0677
SYNTHROID 137 ug
TABLET

EACH TABLET CONTAINS:
LEVOTHYROXINE SODIUM

137,0pg
1,2,3,4,56,7,8

ABBOTT LABORATORIES
SA (PTY) LTD

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO
ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO
ABBOTT LABORATORIES,
NORTH CHICAGO,
ILLINOIS, USA

ABBOTT LABORATORIES
SA, CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011
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MRF 1§ MRF15 MRF 15

Registration number: 42/21.3/0678 Registration number. 42/21.3/0679 Registralion number. 42/21 30680

Name of medicine: SYNTHROID 150 ug Name of medicine: SYNTHROID 175 ug Nama of medicine: SYNTHROID 200 g

Dosage form: TABLET Dosage form: TABLET Desage form: TABLET

Active ingredients. EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
LEVOTHYROXINE LEVOTHYROXINE SODIUM LEVOTHYROXINE SOOIUM
SODIUM 1500 ug 175,0 ug 200,0 ug,

Conditions of registration: 1.2,3,4,58,7.8 Conditiors of registration: 1,2,3,4,56,7, 8 Conditions of registration: 1,2,3,4,5,6,7,8

Agplicant: ABBOTT LABORATORIES Apglicant ABBOTT LABORATORIES SA Applicant: ABBOTT LABORATORIES SA
SA (PTY} LTD (PTY}LTD (PTY)LTD

Manufacturer: ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, Manutacturer: ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO

Packer ABBOTT LABORATORIES, Packer, ABBOTT LABORATORIES, Packer. - ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICQ

Laboratory. FPRC: ABBOTT LABORATORIES, Laboratory. FPRC: ABBOTT LABORATORIES, Laborstery. FPRC: ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO JAYUYA, PUERTQ RICO JAYUYA, PUERTO RICO
ABBOTT LABORATORIES, ABBOTT LABORATORIES, ABBOTT LABORATORIES,
NORTH CHICAGO, NORTH CHICAGO, ILLINOIS, NORTH CHICAGO, ILLINOIS,
ILLINGIS, USA USA USA

FPROFPRR: ABBOTT LABORATORIES S84 FPROCFFRR: ABBOTT LABORATORIES FPRCFPRR ABBOTT LABORATORIES SA,

CONSTANTIA KLOOF, SA, CONSTANTIA KLOOF, CONSTANTIA KLOOF,
JOHANNESBURG JOHANNESBURG JOHANNESBURG

Shefl-ite: 24 months (Provisional) Shal-ife: 24 months (Provisional) Sheit-life: 24 months (Provisional)

Date of registration; 15 APRIL 2011 Date of registration. 15 APRIL 2011 Date of registration: 15 APRIL 2011
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MRF 15 MRF15 MRF 15
Registration nurmber: 42/21.3/0681 Registration number: 42/20.2.8/0884 Registration number: 42/15.4/1008
Name of medicine: SYNTHROID 300 g Mame of medicine: STRIDES-STAVUDINE 30 mg & Name of medicine: NEVANAC
LAMIVUDINE 150mg &
NEVIRAPINE 200 mg
Dosage form: TABLET Dosage form: TABLET Dosage form: EYE DROPS
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 ml
LEVOTHYROXINE SODIUM STAVUDINE 30,0mg SUSPENSION
3000 ug LAMIVUDINE 150,0 mg CONTAINS:
NEVIRAPINE 200,0 mg NEPAFENAC 1.0 mg
Conditions of registration:  1,2,3,4,5,6,7. 8 Conditions of 1,2,3,4,56,7 Conditions of 1,2,3,4,56,7
registration: registration:
Applicant: ABBOTT LABORATORIES Applicant: STRIDES SA Applicant: ALCON LABORATORIES
SA (PTY)LTD PHARMACEUTICALS (PTY) LTD PTY)LTD
Manufaciurer: ABBOTT LABORATORIES, Manufacturer: STRIDES ARCOLAB LTD, Manufacturer: $.A. ALCON COUVREUR
JAYUYA, PUERTO RICO ANEKAL TALUK, BANGALORE, N.V,, PUURS, BELGIUM
INDIA
Packer: ABBOTT LABORATORIES, Packer: STRIDES ARCOLAB LTD, Packer: S.A. ALCON COUVREUR

Laboratory: FPRC :

FPRC/FPRR:

Shelf-life:
Date of registration:

JAYUYA, PUERTO RICO

ABBOTT LABORATORIES,
JAYUYA, PUERTO RICO
ABBOTT LABORATORIES,
NORTH CHICAGO, ILLINCIS,
USA

ABBQTT LABORATORIES
SA, CONSTANTIA KLOOF,
JOHANNESBURG

24 months (Provisional)
15 APRIL 2011

Laboratory: FPRC:

FPRR

Sheitlife:

Date of registration:

ANEKAL TALUK, BANGALORE,
INDIA

STRIDES ARCOLAB LTD,
ANEKAL TALUK, BANGALORE,
INDIA

COLUMBIA
PHARMACEUTICALS,
BARDENE, BOKSBURG

STRIDES SA
PHARMACEUTIGALS, ARCADIA,
PRETORIA

24 months
15 APRIL 2011

Laboratory: FPRC

FPRR:

Shelf-ife:

Date of registration:

N.V.,, PUURS, BELGIUM

5.4, ALCON COUVREUR
N.V., PUURS, BELGIUM
RESEARCH INSTITUTE

FOR INDUSTRIAL

PHARMACY, NORTH
WEST UNIVERSITY,

POTCHEFSTROOM

L2
ALCON LABORATORIES

{SA}, BRYANSTON,
JOHANNESBURG

24 months
15 APRIL 2011

204FE ON QL
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MRF 15 MRF15 VWRF 15
Registration number: 42/7.5/1050 Registration number: 42/7 5/1051 Registration number: 42/7.5/1052
Name of medicine: ATORVASTATIN UNICORN 10 Name of medicine: ATORVASTATIN UNICORN 20 Name of medicine: ATORVASTATIN UNICORN 40
Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: - Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
ATORVASTATIN 10,0 mg ATORVASTATIN 20,0 mg ATORVASTATIN  40,0mg
Conditions of registration: 1,2,3,4,5,6,7 Conditions of registration: 1,2,3,4,56,7 Conditions of registration: 1,2,3,4,5,6,7
Applicant: PHARMACIA SCUTH AFRICA Applicant: PHARMACIA SOUTH AFRICA Applicant: PHARMACIA SOUTH AFRICA
FTY)LTD (PTY)LTD (PTY)LTD
Manufacturer: GODECKE GmbH, FREIBURG, Manufacturer; GODECKE GmbH, FREIBURG, Manufacturer: GODECKE GmbH, FREIBURG,
GERMANY GERMANY GERMANY
PFIZER PHARMACEUTICALS LLC, PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS
VEGA BAJA, PUERTO RICO LLC, VEGA BAJA, PUERTO LLC, VEGA BAJA, FPUERTO
PFIZER IRELAND RICO RICO
PHARMACEUTICALS, PFIZER IRELAND PFIZER IRELAND
RINGASKIDDY COUNTY CORK, PHARMACEUTICALS, PHARMACEUTICALS,
IRELAND RINGASKIDDY COUNTY RINGASKIDDY COUNTY
CORK, IRELAND CORK, IRELAND
Packer: GODECKE GmbH, FREIBURG, Packer: GODECKE GmbH, FREIBURG, Packer: GODECKE GmbH, FREIBURG,
GERMANYPFIZER GERMANY GERMANY
PHARMACEUTICALS LLC, VEGA PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS
BAJA, PUERTO RICO LIC, VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO
RICO RICO
Laboratory: FPRC: GODECKE GmbH, FREIBURG, Laboratory: FPRC GODECKE GmbH, FREIBURG, Laboratory:FPRC GODECKE GmbH, FREIBURG,
GERMANY GERMANY GERMANY
FFIZER PHARMACEUTICALS LLC, PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS
VEGA BAJA, PUERTO RICO LLC, VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO
PFIZER LABORATORIES, RICO RICO
RETREAT, CAPE TOWN PRAZER LABORATORIES, PFIZER LABORATORIES,
CONSULTING CHEMICAL RETREAT, CAPE TOWN RETREAT, CAPE TOWN
LABORATORIES, ATLASVILLE, CONSULTING CHEMICAL CONSULTING CHEMICAL
BOKSBURG LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVILLE,
SABS PHARMACEUTICAL BOKSBURG BOKSBURG
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SABS PHARMACEUTICAL
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY,
MEL LABORATORY SERVICES, GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA
LIMBRO BUSINESS PARK, MAL LABORATORY MEL LABORATORY
SANDTON SERVICES, LIMBRO SERVICES, LIMBRO
LABORATORY & BIOLOGICAL BUSINESS PARK, SANDTON BUSINESS PARK, SANDTON
SERVICES, BRACKENHURST, LABORATORY & BIOLOGICAL LABORATORY & BIOLOGICAL
ALBERTON SERVICES, BRACKENHURST, SERVICES, BRACKENHURST,
ALBERTON ALBERTON
FPRR: PHARMACIA SA, SANDTON, FPRR: PHARMACIA SA, SANDTON, FPRR PHARMACIA SA, SANDTON,
JOHANNESBURG JOHANNESBURG JOHANNESBURG
Shelf-life: 36 months Shelfite: 36 months Shetfife: 36 months
Date of registration; 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011

1102 HIFOLMO 82 'LNVHIONSLVVLS

Ll 20.L%E 'ON



MRF 15 MRF15 MRF 15

Registration number; 42/2.6.511074 Registration number: 42/2.6.5/1075 Registration number: A2/2.6.5/1076

Name of medicine: DRL-QUETIAPINE 25 Name of medicine: DRL-QUETIAPINE 100 Name of medicine: DRL-QUETIAPIMNE 200

Qosage farm: TABLET Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients. EACH TABLET CONTAINS:
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE
EQUIVALENT TO EQUWALENT TO EQUIVALENT TO
QUETIAPINE 25,0 mg QUETIAPINE 100,0 mg QUETIAPINE 2000 mg

Conditions of registration: 1,2,3,46.87 Conditions of registration: 1,2,3,4, 5,8, 7 Conditions of registration: 1,2,3,4,5,6,7

Applicant: DR REDDY'S Applicant: DR REDDY'S Appiicant: DR REDDY'S LABORATORIES
LABORATORIES (PTY) LTD LABORATORIES (PTY)LTD {PTY}LTD

Manufacturer; DR REDDY'S Manufacturer: DR REDDY'S Manufacturer: DR REDDY'S LABORATORIES
LABORATORIES LTD, LABORATORIES LTD, LTD, QUTHUBULLAPUR
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, RANGA REDDY,
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH, INDIA
PRADESH, INDIA ANDHRA PRADESH, INDIA

Packer: DR REDDY'S Packer: DR REDDY'S Packer: DR REDDY'S LABORATORIES
LABORATORIES LTD, LABORATORIES LTD, LTD, GUTHUBULLAPUR
QUTHUBULLAPUR MANDAL, QUTHUBUULAPUR MANDAL, RANGA REDDY,
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH, INDIA -
PRADESH, INDIA ANDHRA PRADESH, INDIA ‘

Laboratory: FPRC: DR REDDY'S Labortory: FPRC: DR REDDY'S Laboratory: FPRC: DR REDDY'S LABORATORIES
LABORATORIES LTD, LABORATORIES LTD, LTD, QUTHUBULLAPUR
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, RANGA REDDY,
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH, INDIA
PRADESH, INDIA ANDHRA PRADESH, INDIA RESEARCH INSTITUTE FOR
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE INDUSTRIAL PHARMACY, -
INDUSTRIAL PHARMACY, FOR INDUSTRIAL NORTH-WEST UNIVERSITY,
NORTH-WEST UNIVERSITY, PHARMACY, NORTH-WEST POTCHEFSTROOM
POTCHEFSTROOM UNIVERSITY,

POTCHEFSTROOM
FPRR: DR REDDY'S FPRR: DR REDDY'S FERR: DR REDDY’S

LABORATORIES, LABORATORIES, LABORATORIES,
MURRAYFIELD, PRETORIA MURRAYFIELD, PRETORIA MURRAYFIELD, PRETORIA

Sheif-ife: 24 months Sheiife: 24 months Shelite: 24 months

Date of registration: 15 APRIL 2011 Date of registration; 16 APRIL 2011 Date of registration: 18 M:"R"- 2011
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MRF 15 MRF15 MRF 15

Registration number: 42/2.6.511077 Registration number: 43/2.6,5/0068 Registration number, 43/2.6.5/0070

Name of medicine: DRL-QUETIAPINE 300 Name of medicine: OLEANZ RAPITAB 5 Name of medicine: OLEANZ RAPITAB 10

Dosage form: TABLET Dosage form: TABLET Dosage fom: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
QUETIAPINE FUMARATE OLANZAFINE 5,0mg OLANZAPINE 10,0 mg
EQUIVALENT TO
QUETIAPINE 300,0 mg

Conditions of registration: 1,2,3,4,5,6,7 Corditions of registration: 1,.2,3,4,56,7.8 Conditions of registraton; 1,2,3,4,56,6,7,8

Applicant: DR REDDY'S Applicant: PHARMAPLAN (PTY} LTD Applicant: PHARMAPLAN (PTY) LTD
LABORATORIES (PTY)LTD

Manufacturer. DR REDDY'S Manufacturer: SUN PHARMACEUTICAL Manufacturer: SUN PHARMACEUTICAL
LABORATORIES LTD. INDUSTRIES LTD, HALOL, INDUSTRIES LTD, HALOL,
QUTHUBULLAPUR MANDAL, PANCHMAHMAL, GUJARAT, PANCHMAHAL, GUJARAT,
RANGA REDDY, ANDHRA INDIA INDIA
FRADESH, INDIA

Packer: DR REDDY'S Packer. SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL
LABORATORIES LTD, INDUSTRIES LTD, HALOL, INDUSTRIES LTD, HALOL,
QUTHUBULLAPUR MANDAL, PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT,
RANGA REDDY, ANDHRA INDIA INDIA
PRADESH, INDiA

Laborgtory: FPRC: DR REDDY’S Laboratory. FPRC: SUN PHARMACEUTICAL Laboratory: FPRC: SUN PHARMACEUTICAL
LABORATORIES LTD, INDUSTRIES LTD, HALOL, {NDUSTRIES LTD, HALOL,
QUTHUBULLAPUR MANDAL., PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT,
RANGA REDDY, ANDHRA INDIA INDIA
PRADESH, INDIA CONSULTING CHEMICAL CONSULTING CHEMICAL
RESEARCH INSTITUTE FOR LABORATORIES, LABORATORIES,
INDUSTRIAL PHARMACY, ATLASVILLE, BOKSBURG ATLASVILLE, BOKSBURG
NORTH-WEST UNIVERSITY, .
POTCHEFSTROOM

FPRR: DR REDDY'S " FPRR: PHARMAPLAN, MiDRAND, FPRR: PHARMAPLAN, MIDRAND,

LABORATORIES, RSA ‘ RSA
MURRAYFIELD, PRETORIA

Sheif-lfe; 24 months Sheltite: 24 months (Provisional) Sheltlife: 24 months (Provisionad)

Date of registration; 15 APRIL 2011 Date of registration: 15 APRIL 2011 15 APRIL 2011

Date of registration:
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MRF 15 MRF15 MRF 15
Registration number. 43/2.6.5/0429 Registration number; 43/2.6.5/0430 Registration number: 43/2.6.5/0431
Name of medicine: DOPAQUEL 25 Name of medicine: DOPAQUEL 100 Name of medicine: DOPAQUEL 200
Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET
Active ingrediants: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE
EQUIVALENTY TO EQUIVALENT TO EQUIVALENT TO
QUETIAPINE 25,0 mg QUETIAPINE 100,0 mg QUETIAPINE 200,0 mg
Conditions of 1,2,3,4,5,8,7 Conditions of regisiration: 1,2,3.4.5,8,7 Conditions of 1,2,3,4,586,7
registration: registration:
Applicant: DR REDDY’S LABORATORIES Applicant DR REDDY'S Applicant: DR REDDY’S LABORATORIES (PTY)
(PTY) LTD LABORATORIES (PTY) LTD LTD
Manufacturer: DR REDDY'’S LABORATORIES Manufacturer; DR REDDY'S Manufacturer: DR REDDY'S LABORATORIES LTD,
LTD, QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA
ANDHRA PRADESH, INDIA MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA
Packer: DR REDDY’S LABORATORIES Packer: DR REDDY'S Packer: DR REDDY'S LABORATORIES LTD,
LTD, QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA
ANDHRA PRADESH, [NDIA MANDAL, RANGA REDDY, DRA PHARMACEUTICALS, IRENE,
DRA PHARMACEUTICALS, ANDHRA PRADESH, INDIA CENTURION
IRENE, CENTURION DRA PHARMACEUTICALS,
IRENE, CENTURION
Laboratory: FPRC DR REDDY'S LABORATORIES Laboratory: FPRC: DR REDDY’'S Laboratory: FPRC: DR REDDY’'S LABORATORIES LTD,
LTD, QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA
ANDHRA PRADESH, INDIA MANDAL, RANGA REDDY, RESEARCH INSTITUTE FOR
RESEARCH INSTITUTE FOR ANDHRA PRADESH, INDIA INDUSTRIAL PHARMACY, NORTH-
INDUSTRIAL PHARMACY, RESEARCH INSTITUTE WEST UNIVERSITY,
NORTH-WEST UNIVERSITY, FOR INDUSTRIAL POTCHEFSTROOM
POTCHEFSTRCOM PHARMACY, NORTH-WEST
UNIVERSITY,
POTCHEFSTROOM
FPRR: DR REDDY'S LABORATORIES, DR REDDY'S FPRR: DR REDDY’S LABORATORIES,
MURRAYFIELD, PRETORIA FPRR: LABORATORIES, MURRAYFIELD, PRETORIA
MURRAYFIELD, PRETORIA
Shei-|ife: 24 months Shetf-life: 24 months Shetf-ife: 24 manths
Dale of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 Date of registration: 15 APRIL 2011
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MRF 15

MRF15

MRF 15

Redistration number:
Name of medicine:
Dosage form:

Active ingredients:

Condilions of registretion:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-fife:
Date of registration:

43/2.6.5/0432
DOPAQUEL 300
TABLET

EACH TABLET CONTAINS:
QUETIAPINE FUMARATE
EQUIVALENT TO
QUETIAPINE  300,0 mg

1.2,3,4,56,7

DR REDDY'S LABORATORIES
(PTY) LTD :

DR REDDY’S LABORATORIES
LTD, QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

DR REDDY'S LABORATORIES
LTD, QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA
DRA PHARMACEUTICALS,
IRENE, CENTURION

DR REDDY’S LABORATORIES
LTD, QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA
RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY,
NORTH-WEST UNIVERSITY,
POTCHEFSTROOM

DR REDDY'S LABORATORIES,
MURRAYFIELD, PRETORIA

24 months
15 APRIL 2011

Registralion number:
Name of medicine:
Dosage form:

Adlive ingredients:

Conditions of registration:

Applicant;

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:
Dats of registration:

43/20.1.1/0758
NOVAPIME 500 mg
INJECTION

EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE
EQUIVALENT TO

CEFEPIME 500,0 mg

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

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

PHARMA DYNAMICS,
SILVERWOOD, WESTLAKE

24 months (Provisional)
15 APRIL 2011

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of
registration:
Applicant:

Manufacturer:

Packer.

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

43/20.1.1/0759
NOVAPIME 1 g
INJECTION

EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE
EQUIVALENT TO

CEFEPIME 10g

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

PHAF?MA‘ DYNAMICS (PTY) LTD
3

i .
LUPIN LTD, MANDIDEEP, RAISEN,
INDIA

LUPIN LTD, MANDIDEEP, RAISEN,
INDIA

LUPIN LTD, MANDIDEEP, RAISEN,
INDIA

CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

PHARMA DYNAMICS, SILVERWOOD,
WESTLAKE

24 months (Provisional)
15 APRIL 2011
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MRF 15 MRF15 MRF 15

Registration number; 43/20.1.1/0760 Registration number; 44/20.2 BI0B35 Registration number: 44/20.2.8/0836

Name of medicine: NOVAPIME 2 g Name of medicine: ADCO-EMTEVIR Name of medicine: TEMECIT

Dosage form: INJECTION Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
CEFEPIME HYDROCHLORIDE EMTRICITABINE 200,0 mg EMTRICITABINE 200,0 mg
EQUIVALENT TO TENOFOVIR DISOPROXIL TENOFOVIR DISOPROXIL
CEFEPIME 20g FUMARATE 300,0 mg FUMARATE 300,0 mg

Conditions of registration:

Applicant:

Manufacturer;

Packer:

Laboratory: FPRC:

FPRR:

Sheli-iife:

Date of registration;

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

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

LUPIN LTD, MANDIDEEP,
RAISEN, INDIA

CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

PHARMA DYNAMICS,
SILVERWOOD, WESTLAKE

24 months (Provisional)

15 APRIL 2011

Conditions of registration:

Applicant:
Manufacturer:

Packer:

Laboratory:

FPRC/FPRR:

FPRR:

Shelf-life:

Date of registration:

1.2,3,4 66,7, 8
ADCOCK INGRAM LIMITED

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM LTD,
AEROTON, JOHANNESBURG

ADCOCK INGRAM
LTD, ERAND
GARDENS, MIDRAND

24 months (Provisional)

15 APRIL 2011

Conditions of registration:

Applicant:

Manufacturer:

Packer.

Laboratory: FPRC

FPRC/FPRR:

FPRR:

Sheifife:

Date of registration:

1,2,3,4,56,7,8
ADCOCK INGRAM LIMITED

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

HETERO DRUG LTD,
JEEDIMETLA, HYDERABAD,
INDIA

ADCOCK INGRAM
HEALTHCARE, WADEVILLE,
GERMISTON

ADCOCK INGRAM LTD,
AEROTON,
JOHANNESBURG
ADCOCK INGRAM LTD,
ERAND GARDENS,
MIDRAND

24 months (Provisional)

15 APRIL 2011

20.v€ ON 9L
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MRF 18 MRF 15
Registration number: 44/20.2.8/0837 Registration number:  08/3.1.2/012 Registration number:  08/3.1.2/013
Name of medicine: TENOBINE Name of medicine: METACAM 5 mg/mi FOR Nama of madicine; METACAM 15 mg/mi FOR
DOGS AND CATS HORSES
Dosage form: TABLET Dosage form: INJECTION Dosage form: SUSPENSION
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 mi SOLUTION Active ingredients: EACH 1,0 ml SUSPENSION
EMTRICITABINE  200,0 mg CONTAINS: CONTAINS:
TENOFOVIR DISOPROXIL MELOXICAM 50 mg MELOXICAM 15,0 mg
FUMARATE 3000 mg
Conditions of 1,2,3,4, 56,7, 8 Conditions of 1,2,3.4,58,7 Conditions af 1,2.3,4,5,6,7
registration: registration: registration:
Applicant; ADCOCK INGRAM LIMITED Applicant: INGELHEIM Agplicant: INGELHEIM
4 PHARMACEUTICALS PHARMACEUTICALS {PTY) LTD
(PTY)LTD
Manufacturer: HETERQ DRUG LTD, Manutacturer: LABIANA LIFE SCIENCES Manufacturer: BOEHRINGER INGELHEIM
METLA, HYDERABAD, INDIA S.A., LES FONTS DE VETMEDICA, ELWOOD,
ADCOCK INGRAM TERRASSA, KANSAS, USA
HEALTHCARE, WADEVILLE, BARCELONA, SPAIN
GERMISTON
Packer: HETERO DRUG LTD, Packer: LABIANA LIFE SCIENCES Packer: BOEHRINGER INGELHEIM
JEEDIMETLA, HYDERABAD, S.A., LESFONTS DE VETMEDICA, ELWOOD,
INDIA TERRASSA, KANSAS, USA
ADCOCK INGRAM BARCELONA, SPAIN BOEHRINGER INGELHEIM
HEALTHCARE, WADEVILLE, VETMEDICA, ST JOSEPH,
GERMISTON MISSOURI, USA
Laboratory: HETERO DRUG LTD, ry: LABIANA LIFE SCIENCES g BOEHRINGER INGELHEIM
FPRC: JEEDIMETLA, HYDERABAD, FPRC: S.A., LESFONTSDE FPRC: VETMEDICA, ELWOOD,
INDIA . TERRASSA, KANSAS, USA
ADCOCK INGRAM BARCELONA, SPAIN WINTHROP
HEALTHCARE, WADEVILLE, WINTHROP PHARMACEUTICALS,
GERMISTON PHARMACEUTICALS, WALTLOOQ, PRETORIA
WALTLOO, PRETORIA
FPRCIFPRR: ADCOCK INGRAM LTD, FPRR. INGELHEIM FPRR: INGELHEIM
AEROTON, PHARMACEUTICALS, PHARMACEUTICALS,
JOHANNESBURG FERNDALE, RANDBURG FERNDALE, RANDBURG
FPRRC ADCOCK INGRAM LTD, Sheft-itfe: 36 months Sheliia: 38 months
ERAND GARDENS,
MIDRAND
ShelHife: 24 months {Provisional) Date of registration: 03 June 2011 Date of registration: 03 June 2011
Date of registration; 15 APRIL 2011
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MRF 15 MRF15 MRF 15

Registration number: 43/5.210277 Registration number: 43/5.2/0278 Registration number; 43/5,2/0279

Name of medicine* DEZZOMIN 50 Name of medicine: DEZZOMIN 100 Name of medicine; DEZZO ATENOLOL 50

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
ATENOLOL 50,0 mg ATENOLOL 100,0 mg ATENOLOL 50,0 mg

Conditions of registration: 1,2,3,4,5,6,7 Conditions of registration; 1,2,3,4,5,8,7 Conditions of registration: 1,2,3,4,5,6,7

Applicant: DEZZO TRADING 392 (PTY) Applicant. DEZZO TRADING 392 (PTY) Applicant: DEZZ70 TRADING 332 (PTY)LTD t/a
LTD t/a INDO PHARMA LTD t/a INDO PHARMA INDO PHARMA

Manufacturer: INDOCO REMEDIES LTD, Manufacturer: INDOCO REMEDIES LTD, Manufacturer; INDOCO REMEDIES LTD, VERNA,
VERNA, GOA, INDIA VERNA, GOA, INDIA GOA, INDIA

Packer. INDOCQ REMEDIES LTD, Packer: INDOCO REMEDIES LTD, Packer: INDOCO REMEDIES LTD, VERNA,
VERNA, GOA, INDIA VERNA, GOA, INDIA GOA, INDIA

Laboratory: FPRC: INDOCO REMEDIES LTD, Laboratory: INDOCO REMEDIES LTD, Laboratory: FPRC INDOCO REMEDIES LTD, VERNA,
VERNA, GOA, INDIA FPRC: VERNA, GOA, INDIA GOA, INDIA
CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORIES, LABORATORIES, LABORATORIES, ATLASVILLE,
ATLASVILLE, BOKSBURG ATLASVILLE, BOKSBURG BOKSBURG

FPRR: DEZZ0O TRADING ta INDO FPRR; DEZZO TRADING ¥/a INDO FPRR: DEZZO TRADING t/a INDO

PHARMA, ANCHORVILLE, PHARMA, ANCHORVILLE, PHARMA, ANCHORVILLE, LENASIA
LENASIA LENASIA

Sheff-ife: 36 months Sheli-life: 36 months Shelf-life: 36 months

Date of registration: 03 June 2011 Date of registration; 03 June 2011 Date of registration: 03 June 2011
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MRF 15 MRF15 MRF 15
Regisiration number: 43/5.2/0280 Registration number: 42/20.2.8/0177 Registration number. 42/20.2.8/0178
Narme of medicine: DEZZO ATENOLOL 100 Name of medidne; LASTAVINE 30 my/150 mg Name of medicine: LASTAVINE 40 mg/150 mg
Dosage form: TABLET Dosags form: TABLET Dosage form: TABLET
Active ingreciients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
ATENOLOL 1008 mg STAVUDINE 300 mg STAVUDINE 40,0 mg
LAMIVUDINE  150,0 mg LAMIVUDINE 150,0 mg
Conditions of registration: 1,2,3.4,.5,6,7 Conditions of registration: 1,2,3,45,6.7 Conditions of registration: 1.2,34,56,7
Applicant: DEZZO TRADING 392 (PTY)LTD ta Applicant: PHARMACARE LIMITED Applicant: PHARMACARE LIMITED
INDO PHARMA
Manufacturer: INDOCO REMEDIES LTD, VERNA, Manufacturer. STRIDES ARCOLAB LTD, ANEKAL Manufacturer. STRIDES ARCOLAE LTD,
GOA, INDIA TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALDRE,
PHARMACARE LTD, KORSTEN, INDIA
PORT ELIZABETH, RBA PHARMACARE LTD, KORSTEN,
PORT ELIZABETH, RBA
Packer. INDOCO REMEDIES LTD, VERNA, Packer. STRIDES ARCOLAB LTD, ANEKAL Packer. STRIDES ARCOLABLTD,
GOA, INDIA TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE,
PHARMACARE LTD, KORSTEN, INDIA
PORT ELIZABETH, RSA PHARMACARE LTD, KORSTEN,
PORT ELIZABETH, RSA
Laboratory: FPRC: INDOCO REMEDIES LTD, VERNA, Laboratory: STRIDES ARCOLAB LTD, ANEKAL Laboratory. FPRC STRIDES ARCOLAB LTD,
GOA, INDIA FPRC: TALUK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE,
CONSULTING CHEMICAL SARS PHARMACEUTICAL INDIA
LABORATORIES, ATLASVILLE, CHEMISTRY LABORATORY, SABS PHARMACEUTICAL
BOKSBURG GROENKLOOF, PRETORIA, RBA CHEMISTRY LABORATORY,
M4 LABORATORY SERVICES, GROENKLOOF, PRETORIA,
ORMONDE, JOMANNESBURG, RSA RBA
RESEARCH IMSTITUTE FOR M&L LABORATORY SERVICES,
INDUSTRIA PHARMACY NORTH- ORMONDE, JOHANNESBURG,
WEST UNIVERSITY, RSA
POTCHEFSTROOM, REA RESEARCH INSTITUTE FOR
INDUSTRIA PHARMACY
NORTH-WEST UNIVERSITY,
POTCHEFSTROOM, RSA
FPRR: DEZZO TRADING ta INDO PHARMA, FPRC/ FPRR: PHARMACARE LTD, KORSTEN, FPRC/FPRR: PHARMACARE LTD, KORSTEN,
ANCHORVILLE, LENASIA PORT ELIZABETH, RSA PORT ELIZABETH, RSA
Shedt-ife: 36 months FPRR: PHARMACARE LTD, FPRR: PHARMACARE LTD,
WODMEAD, SANDTON, WODMEAD,
RSA SANDTON, RSA
Date of registration: 03 June 2011 Shelf-life: 24 months Shaldife: 24 months
Date of registration: 01 Oclober 2010 Date of registration: 01 October 2010
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MRF 15 MRF15 MRF 15
Registration number. 07/25.3.21/03 Registration number: 07/25.3.21/04 Registration number. 07/25.3.21/05
Narme of medicine: ATOPICA 10 Name of medicine; ATOPICA 25 Name of medicine: ATOPICA 50
Dosage form: SOFT CAPSULES Dosage form: SOFT CAPSULES Dosage form: SOFT CAPSULES
Active ingredients: Egmga;sum Active ingredients:. E‘gﬁ# ‘SQ};:SULE Aciive ingredients: EACH CAPSULE CONTAINS:
CICLOSPORIN 10,0 mg CICLOSPORIN  25,0mg CICLOSPORIN 50,0 mg
Conditions of registration: 1.2,3,4,5867 Corditions of registration: 1,2.3.4,5.6,7 Gonditions of registrafion: 1,234,567
Applicant: NOVARTIS SOUTH AFRICA Applican; NOVARTIS SOUTH Applicant: NOVARTIS SOUTH AFRICA
(PTY)LTD AFRICA {(PTY} LTD (PTY)LTD
P. SC X
Manutacturer R o RE e A Manutacturer R.P. SCHERER GmbH & Manutacturer R.P. SCHERER GmbH & Co.
’ ! Ca. KG, EBERBACH, KG, EBERBACH, GERMANY
GERMANY
ALLPACK GROUP AG,
Packer: ALLPACK GROUP AG, Pecker: ALLPACK GROUP AG, Packer: KAGENSTRASSE REINACH
KAGENSTRASSE, KAGENSTRASSE, SWITZERLAND ' '
REINACH, SWITZERLAND REINACH, SWITZERLAND ALLPACK GROUP AG
ALLPACK GROUP AG, ALLPACK GROUP AG, PFEFFINGERSTR, RE?N&CH
PFEFFINGERSTR,, PFEFFINGERSTR, SWITZERLAND !
REINACH, SWITZERLAND REINACH, SWITZERLAND
VARTIS E ANI
Laboratory FPRC: NOVARTIS SANTE Laboretory: FPRC: NOVARTIS SANTE Laboratory: FRRC ggé\ F:.,UN;%FS-E' ém%l’é
ANIMALE S.A.S, ANIMALE S.A.S, NOVART’S SOUTH AFRICA
HUNINGUE, FRANCE HUNINGUE, FRANCE (FTY} LTD, SPARTAN,
NOVARTIS SOUTH AFRICA NOVARTIS SOUTH KEMPTON PARK
{PTY) LTD, SPARTAN, AFRICA {(PTY) LTD,
KEMPTON PARK SPARTAN, KEMPTON
PARK
NOVARTIS SOUTH AFRICA
FPRR: NOVARTIS SOUTH AFRICA FPRR: NOVARTIS SOUTH FPRR: (PTY) LTD, SPARTAN,
{PTY) LTD, SPARTAN, AFRICA (PTY} LTD, KEMPTON PARK
KEMPTON PARK SPARTAN, KEMPTON
PARK
Shelf-ife: 36 months Shel-ife: 36 months Shelf-ife: 36 months
Date of registration: 5 AUGUST 2011 Data of registration: § AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. 07/25.3.21/08 Registration number: 38/2.7/0292 Registration number. A05/21.1/07
MName of msdicing: ATOPICA 100 Name of medicine: ALFOXID Name of medicine; VETRIMOXIN 50
Dosage form: SOFT CAPSULES Dasags form: SUSPENSION Dosage fom: POWDER
Active ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH 5,0 ml CONTAINS: Active ingredients: EACH 100,0 g PRODUCT
CICLOSPORIN 100,0 mg MEFENAMIC ACID 50,0mg CONTAINS;
AMOXYCILLIN
TRIHYDRATE 50,0 mg
Conditions of registration: 1,2,3,4, 56,7 Conditions of registration: 1,2,3.4,5,6,7,8 Conditions of registration: 1,2,3456,7
Applicant: NOVARTIS SOUTH AFRICA Applicant: MDI CC Applicant: CEVA ANIMAL HEALTH
(PTY)LTD SOUTHERN AFRICA {PTY)
LTD
Manufaciurer: R.P. SCHERER GmbH & Co. Manufacturer: PHARMANOVA (PVT) LTD, Manulacturer. CEVA SANTE ANIMALE,
KG, EBERBACH, GERMANY HARARE, ZIMBABWE LOUDEAC, FRANCE
Packer. ALLPACK GROUP AG, Packer: PHARMANOVA (PVT) LTD, Packer: CEVA SANTE ANIMALE,
KAGENSTHASSE, REINACH, HARARE, ZIMBABWE LOUDEAC, FRANCE
SWITZERLAKD
ALLPACK GROUP AG,
PFEFFINGERSTR, REINACH,
SWITZERLAND
Labaoratory: FPRC: NOVARTIS SANTE ANIMALE Laboratory: PHARMANOVA (PVT} LTD, Laboratory: FPRC CEVA SANTE ANIMALE,
S.AS, HUNINGUE, FRANCE FPRC: HARARE, ZIMBABWE LOUDEAC, FRANCE
NOVARTIS SOUTH AFRICA BIO-INDUSTRIAL
(PTY) LTD, SPARTAN, SERVICES, KEMPTON
KEMPTON PARK PARK
FPRR: NOVARTIS SOUTH AFRICA FPRR: MDI CC, MENLO PARK, FPRR: CEVA ANIMAL HEALTH
(PTY) LTD, SPARTAN, PRETORIA SOUTHERN AFRICA (PTY)
KEMPTON PARK LTD, RANDJIESPARK,
MIDRAND
Shelfife: 38 months Shelf-fife: 24 months (Provisional) Sheifife: 24 months
Date of registration: § AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration; 5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number; A38/41.10/0444 Registration number: A38/11.10/0445 Registration number: A38/11.10/0446

Name of medicine: GAVISCON 250 LEMON Name of madicine: GAVISCON 500 LEMON Name of medicine: GAVISCON 250 PEPPERMINT

Dosaga form: TABLET Dosage form: TABLET Dosage fam: TABLET

Activa ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS: Active ingredients; EACH TABLET CONTAINS:
SODIUM ALGINATE 250,0 mg SODIUM ALGINATE 500,0 mg SODIUM ALGINATE
SODIUM BICARBONATE SODIUM BICARBONATE 250,0 mg
133,5 mg 267,0 mg SODIUM BICARBONATE 133,5 mg
CALCIUM CARBONATE 80,0 mg CALCIUM CARBONATE CALCIUM CARBONATE

160,0 mg 80,0mg

Conditions of registration: 1.2,3,4,5,86 Caonditions of registration: 1,2.3.4.5,8 Conditions of registration: 1,2,3, 4,56

Appleant: RECKITT BENCKISER Applicant: RECKITT BENCKISER Applicant: RECKITT BENCKISER
PHARMACEUTICALS (PTY) LTD PHARMACEUTICALS(PTY) LTD PHARMACEUTICALS(PTY) LTD

Manufacturer: RECKITT BENCKISER Manuiacturer: RECKITT BENCKISER Manuigciurer: RECKITT BENCKISER
HEALTHCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HULL,
HULL, NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK

Packer: RECKITT BENCKISER Packer: RECKITT BENCKISER Packer. RECKITT BENCKISER
HEALTHCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HULL,
HULL, NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK

Laboratory: FPRC: RECKITT BENCKISER Ty RECKITT BENCKISER Laboratory: FPRC RECKITT BENCKISER
HEALTHCARE (UK) LIMITED, FPRC: HEALTHCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HULL,
HULL, NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK
CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORIES, ATLASVILILF, LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVILLE,
BOKSBURG BOKSBURG BOKSBURG
SABS PHARMACEUTICAL SABS PHARMACEUTICAL SABS PHARMACEUTICAL
CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA

FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER

PHARMACEUTICALS(PTY) LTD, PHARMACEUTICALS(PTY) PHARMACEUTICALS (PTY)LTD,
ELANDSFONTEIN LTD, ELANDSFONTEIN ELANDSFONTEIN

Shetf-fife: 24 months Shelf-life: 24 months Sheltdife: 24 months

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. A38/11.10/0447 Registration number. A38/4/0540 Registration number: A358/4/0541
Name of medicine: GAVISCON 500 PEPPERMINT Name of medicine: CARBOCAINEA 2% Name of medicine: CARBOCAINEA 2%
(1:100 000) {1:200 000)
Dosage form: TABLET Dosage form; TABLET Dosage form: TABLET
Atdive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,8 ml CONTAINS: Active ingredients: EACH 1,8 ml CONTAINS:
SODIUM ALGINATE 500,0 mg MEPIVACAINE HC! 36,0 mg MEPIVACAINE HC!
SODIUM BICARBONATE ADRENALINE 18,0 pg 36,0 mg
267,0 mg ADRENALINE 8,0 pg
CALCIUM CARBONATE
160,0 mg
Caonditions of registfation: 1,2,3,4,56 Conditions of registration: 1,2,3,4,5,6,7 Cenditions of registration: 1,2,3,4,5,6,7
Applicant; RECKITT BENCKISER Applicant: ADCOCK INGRAM LIMITED Applicant: ADCOCK {NGRAM
PHARMACEUTICALS (PTY}LTD LIMITED
Manufacturer. RECKITT BENCKISER Manufacturer: PHARMA-Q (PTY) LTD, Manufacturer: PHARMA-Q (PTY) LTD,
HEALTHCARE (UK) LIMITED, INDUSTRIA, INDUSTRIA,
HULL, NORTHUMBERSIDE, UK JOHANNESBURG JOHANNESBURG
Packer: RECKITT BENCKISER Packer: PHARMA-Q (PTY} LTD, Packer: PHARMA-Q (PTY}LTD,
HEALTHCARE (UK) LIMITED, INDUSTRIA, INDUSTRIA,
HULL, NORTHUMBERSIDE, UK JOHANNESBURG JOHANNESBURG
Laboratory: FPRC: RECKITT BENCKISER Labomtory: FPRC: PHARMA-Q (PTY} LTD, Laboraiory: FPRC PHARMA-Q (PTY}LTD,
HEALTHCARE (UK) LIMITED, INDUSTRIA, INDUSTRIA,
HULL, NORTHUMBERSIDE, UK JOHANNESBURG JOHANNESBURG
CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
FPRR: . RECKITT BENCKISER FPRR: ADCOCK INGRAM FPRR: ADCOCK INGRAM
PHARMACEUTICALS(PTY) LTD, LIMITED, ERAND LIMITED, ERAND
ELANDSFONTEIN GARDENS, MIDRAND GARDENS, MIDRAND
Shelf-ife: 24 months Shoif-ifa: 24 months Sheifife; 24 months
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: A40/11.5/0050 Registration number: A40/1. 240345 Registrafion number; A40/1.2/0346
Name of medicine; SENOKOTDS 15 mp Name of medicine: TIMALIUM 25 mg Nams of medicine: MELINOR 28 mg
Dosage form: TABLET Dosage form: TABLET Dosage forn: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients. EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
SENNOSIDES A & B EQUIVALENT AGOMELATINE 250mg AGOMELATINE 250mg
TOSENNOSIDEB  150mg
Conditions of registration: 1,234,567 Conditions of registration: 1,234,587 Condftions of registration: 1,2,3,4,5,65,7
Applicant: RECKITT BENCKISER Apglicant: EGIS PHARMACEUTICALS SA Applicant: BIOGARAN SA (PTY) LTD
. PHARMACEUTICALS (PTY) LTD PTYILTD
Manufacturer: RECKITT BENCKISER Manufacturer: LES LABORATOIRES SERVIER Manufacturer: LES LABORATOIRES SERVIER
HEALTHCARE, HULL., EAST INDUSTRIE, GIDIE, FRANCE INDUSTRIE, GIDIE, FRANCE
YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (IRELAMD}
LTD., ARKLDW, IRELAND INDUSTRIES LTD., ARKLOW,
{RELAND
Packer: RECKITT BENCKISER Packer: LES LABORATOIRES SERVIER Packer: LES LABORATQIRES SERVIER
HEALTHCARE, HULL, EAST INDUSTRIE, GIDIE, FRANCE INDUSTRIE, GIDIE, FRANCE
YORKSHIRE, UK SERVIER {IRELAND} INDUSTRIES SERVIER (IRELAND)
LTD., ARKLOW, IRELAND INDUSTRIES LTD., ARKLOW,
TECHNIKON LABORATORIES IRELAND
(PTY)LTD, ROBERTVILLE, TECHNIKON LABORATORIES
FLORIDA, RSA (PTY) LTD, ROBERTVILLE,
FLORIDA, RSA
Laboratory: FPRC; RECKITT BENCKISER Laboratory: LES LABORATQIRES SERVIER Laborglory: FPRC LES LABORATQIRES SERVIER
HEALTHCARE, HULL, EAST FPRC: INDUSTRIE, GIDIE, FRANCE INDUSTRIE, GIDIE, FRANCE
YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (IRELAND)
CONSULTING CHEMICAL LTD., ARKLOW, IRELAND INDUSTRIES LTD , ARKLOW,
LABORATORIES, ATLASVILLE, IRELAND
BOKSBURG
SABS PHARMACELITICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
FPRCFPRR: RECKITT BENCKISER FPRR: EGIS PHARMACEUTICALS SA FPRR: BIOGARAN SA (FTY) LTD,
PHARMACEUTICALS, (PTY) LTD, RIVONIA RIVONIA
ELANDSFONTEIN, KEMPTON PARK
Sheif-life; 24 months Shelf-life: 24 months Shetfife: 24 months
Date of registration: 5 AUGUST 2011 Dete of registstion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15

MRF15

MRF 15

Registration number:

Name of medicine:

Dosgage fom:

Active ingredients:

Conditions of regisiration:

Applicant:

Manufacturer:

Packer:

Labaratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

A40/1.2/0347
VALDOXANE 25 mg

TABLET

EACH TABLET CONTAINS:
AGOMELATINE 25,0 mg

1,2,3,4,56,7

SERVIER LABORATORIES SA (PTY)
LTD

LES LABORATOIRES SERVIER
INDUSTRIE, GIDIE, FRANCE
SERVIER (IRELAND) INDUSTRIES
LTD., ARKLOW, IRELAND

LES LABORATOIRES SERVIER
INDUSTRIE, GIDIE, FRANCE
SERVIER (IRELAND) INDUSTRIES
LTD., ARKLOW, IRELAND
TECHNIKON LABORATORIES (PTY)
LTD, ROBERTVILLE, FLORIDA, RSA

LES LABORATOIRES SERVIER
INDUSTRIE, GIDIE, FRANCE
SERVIER (IRELAND) INDUSTRIES
LTD., ARKLOW, IRELAND

SERVIER LABORATORIES SA (FTY)
LTD, RIVONIA

24 months
5 AUGUST 2011

Registration number:

Name of medicine:

Dosage form:

Aclive ingredients:

_ Conditions of registration:

Applicant:

Manufacturer.

Packer.

Labaretory:
FPRC:

FPRR:

Shetf-ife:
Date of regisiration:

A40/11.10/0512
GAVISCON TABLETS COOLMINT

TABLET

EACH TABLET CONTAINS:
SODIUM ALGINATE 250,0 mg

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

RECKITT BENCKISER
PHARMACEUTICALS (PTY) LTD

RECKITT BENCKISER
HEALTHCARE (UK) LTD, HULL,
EAST YORKSHIRE, UK

RECKITT BENCKISER
HEALTHCARE (UK) LTD, HULL,
EAST YORKSHIRE, UK

RECKITT BENCKISER
HEALTHCARE (UK) LTD, HULL,
EAST YORKSHIRE, UK
RECKITT BENCKISER
PHARMACEUTICALS (PTY) LTD,
ELANDSFONTEIN
CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA

RECKITT BENCKISER
PHARMACEUTICALS(FTY) LTD,
ELANDSFONTEIN, KEMPTON
PARK, RSA

24 months (Pravisional)
5 AUGUST 2011

Registration number:

Name of medicine:

Dosage form:

Adlive ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC

FPRR:

Sheifife:
Date of registration:

A40/20.1.1/0774

AURO-CEFALEXIN CAPSULES
250 mg

CAPSULE

EACH CAPSULE CONTAINS:
CEFALEXIN MONOHYDRATE
EQUIVALENT TO CEFALEXIN
260,0 mg

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

AUROBINDO PHARMA (PTY)
LTD

AURQBINDO PHARMA LIMITED,
UNIT VI,PATANCHERU
MANDAL, MEDAK DISTRICT,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LIMITED,
UNIT VI,PATANCHERU
MANDAL, MEDAK DISTRICT,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LIMITED,
UNIT VI,PATANCHERU
MANDAL, MEDAK DISTRICT,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA,
MEYERSDAL, JOHANNESBURG

24 months
5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: AAOID A 1/077S Registration number: 41/7.4,3/0083 Registration numbsr: 4177 .1.3/0087
MName of medicine: AURO-CEFALEXIN CAPSULES 500 Name of medicine: LOTENSIN CO 50 TABLETS Name of medicine: LOSACAR CD 50/12.5
g .
Dosage formn: CAPSULE Dosage form: TABLET Dosage form: TABLET
Active ingredients: EACH CAPSULE CONTAINS: Aciive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
CEFALEXIN MONOHYDRATE LOSARTAN POTASSIUM LOSARTAN POTASSIUM
EGQUIVALENT TO CEFALEXIN 500,0 50,0 mg 50,0 mg
mg HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE
125 mg 125mg
Congditions of registration: 1,234,587 Conditions of registration: 1,2,3.4,586,7 Conditions of registration: 1,2,3,4,586,7
Applicant; AUROBINDO PHARMA (PTY) LTD Applicant: ZYDUS HEALTHCARE SA (PTY) Applicant: ZYDUS HEALTHCARE SA {PTY)
LD LTD
Manufacturer: AUROBINDO PHARMA LIMITED, Manufecturer: Z2YDUS CADILA HEALTHCARE Manutaciurer: ZYDUS CADILA HEALTHCARE
UNIT VI, PATANCHERLU MANDAL, LIMITED, MORAIYA, SANAND, LTD AHMEDABAL, INDIA
MEDAK DISTRICT, ANDHRA . AHMEDABAD, INDIA .
PRADESH, INDIA
Packer; AUROBINDC PHARMA LIMITED, Packer: ZYDUS CADILA HEALTHCARE Packer: ZYDUS CADILA HEALTHCARE
UNIT VI,PATANCHERU MANDAL, LIMITEQ, MORAIYA, SANAND, LTD AHMEDABAD, INDIA
MEDAK DISTRICT, ANDHRA AHMEDABAD, INDIA
PRADESH, INDIA
Labosatory: FPRC: AUROBINDC PHARMA LIMITED, Laboratory. ZYDUS CADILA HEALTHCARE Laboratory: FPRC ZYDUS CADILA HEALTHCARE
UNIT W1, PATANCHERU MAMODAL, FPRC: LIMITED, MORAIYA, SANAND, LTD AHMEDABAD, INDIA
MEDAK DISTRICT, ANDHRA AHMEDABAD, INDIA INSTITUTE FOR
PRADESH, iINDIA INSTITUTE FOR PHARMACEUTICAL AND
PHARMACEUTICAL AND CHEMICAL SERVICES,
CHEMICAL SERVICES, DEKGRAS ROAD,
SIVERTONDALE SIVERTONDALE, RETORIA
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY, NORTH INDUSTRIAL PHARMACY,
WEST UNIVERSITY, NORTH WEST UNIVERSITY,
POTCHEFSTROOM POTSCHEFSTROOM
FPRR; AURORBINDO PHARMA, FPRR: ZYDUS HEALTHCARE SA, (PTY) FPRR: ZYDUS ALTHCARE SA (PTY)
MEYERSDAL, JOHANNESBURG LTD, VAN DER HOFF PARK, LTD, POTCHEFSTROOM, RSA
POTCHEFSTRODOM
Shelf-ife: 24 months Shetiife: 38 months Sheif-life: 36 months
Date of registrafion: 5 AUGUST 2011 Date of reglstration: 5 AUGUST 2011 Date of ragistration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number 41/20.1.1/0112 Registration number: 412110255 Registration number: 4172110258
Narne of mexicine: AURO CEFADROXIL CAPSULES 500 Name of medicine: ADCO TENYL 25 pgh Nama of medicine: ADCO TENYL 50 ugi
mg
Dasage form: CAPSULE Dosage form: PATCH Dasage form: PATCH
Aclive ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH PATCH CONTAINS: Active ingredients: EACH PATCH CONTAINS:
CEFADROXIL MONOHYDRATE FENTANYL 25,0 pghh FENTANYL 50,0 yg/
EQUIVALENT TO CEFADROXIL
500,0 mg
Conditions of registration: 1,2,3,4,586,7,8 Conditions of registration: 1,2,3.4,58,7 Conditions of registration: 1,2,3,4,5,6,7
Applicant: AUROBINDCO PHARMA (PTY) LTD Applicant: ADCOCK INGRAM LIMITED Applicant: ADCOCK INGRAM LIMITED
Manufacturer: AUROBINDO PHARMA LIMITED, Manufacihwes: LABORATORIOS BETAS.A,, Manufacturer: LABORATORIOS BETAS.A.,
UNIT VI, PATANCHERL MANDAL, OQVINCIA de La RIDJA, ARGENTINA PROVINCIA de La RIOJA,
MEDAK DISTRICT, ANDHRA ARGENTINA
PRADESH, INDIA
Packer, AUROBINDO PHARMA LIMITED, Packer. LABORATORIOS BETA SA, Packer. LABORATORIOS BETAS A,
UNIT W1, PATANCHERU MANDAL, PROVINCIA de La RIOJA, PROVINCIA de La RIQJA,
MEDAK DISTRICT, ANDHRA ARGENTINA ARGENTINA
PRADESH, INDIA
Lahorstory: FPRC: AUROBINDO PHARMA. LIMITED, Laboraiory: LABORATORIOS BETAS.A, Laboratory: FPRC LABORATORIOS BETASA.,
UNIT V1, PATANCHERLU MANDAL, FPRC: PROVINCIA de La RIOJA, PROVINCIA de La RIOJA,
MEDAK DISTRICT, ANDHRA ARGENTINA ARGENTINA
PRADESH, INDIA ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM
{PTY)LTD, WADEVILLE, HEALTHCARE (FTY) LTD,
GERMISTON WADEVILLE, GERMISTON
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM
{PIY}LTD CLAYVILLE, HEALTHCARE (FTY) LTD
OLIFANTSFONTEIN CLAYVILLE, OUFANTSFONTEIN
FPRR: AURUBINDO PHARMA, FERR ADCOCK INGRAM HEALTHCARE FPRR: ADCOCK INGRAM
MEYERSDAL, JOHANNESBURG {PTY)}LTD, WADEVILLE, HEALTHCARE (PFTY)LTD,
GERMISTON WADEVILLE, GERMISTON
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM
ETY)LTD, CLAYVILLE, HEALTHCARE (PTY) LTD),
OLIFANTSFONTEIN CLAYVILLE, OUFANTSFONTEIN
ADCOCK INGRAM LTD, ERAND ADCOCK INGRAM LTD, ERAND
GARDENS, MIDRAND GARDENS, MIDRAND
Sheli-Jife: 24 mordhs (Provisional} Shelf-life: 24 months Sheifife: 24 months
Date of registration: 5 AUGUST 2011 Daie: of registration: 5 ALIGUST 2011 Date of registration: 5§ AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 4172.11/0257 Registration number: 41/2.11/6258 Registration number: 41/26/0415
Name of medicine: ADCO TENYL 75 po/h . Name of medicine: ADCO TENYL 100 pgh Name of medicine: MITOXANTRON EBEWE 10 mg
Daosage form: PATCH Dosage form: PATCH Dosage forn; CONCENTRATE FOR
SOLUTION FOR INFUSION
Active ingredients: EACH PATCH CONTAINS: Active ingredients: EACH PATCH CONTAINS; Active ngredients: EACH VIAL CONTAINS:
FENTANYL 75,0 pgh FENTANYL 106,00 pgth MITOXANTRONE HCI
EQUIVALENT TO
MITOXANTRONE 16,0 mg
Conditians of regisiratian: 1,2,3,4,586,7 Congditions of registration: 1,2.3,4,586,7 Conditions of registration: 1.2.3.4,58,7
Applicant: ADCOCK INGRAM LIMITED Applicant; ADCOCK INGRAM LIMITED Applicant: KEY ONCOLOGICS (PTY) LTD
Manufacturer: LABORATORIOS BETA S.A., Manufacturer; LABORATORIOS BETAS.A,, Manutacturer: EBEWE PHARMA GmbH Nig KG,
PROVINCIA de La RIOJA, PROVINCIA de La RIOJA, UNTERACH, AUSTRIA
ARGENTINA ARGENTINA
Packer: LABORATORIOS BETA S.A., Packer. LABORATORIOS BETA S.A,, Packer: EBEWE PHARMA GmbH Nig .KG,
PROVINCIA de La RIOJA, PROVINCIA de La RIQJA, UNTERACH, AUSTRIA
ARGENTINA ARGENTINA
Laboratory: FPRC; LABORATORIOS BETA 5.A., rafory; LABORATORIOS BETA S.A,, Laboratory: FPRC EBEWE PHARMA GmbH Nfg.KG,
PROVINCIA de La RIOJA, FPRC: PROVINCIA de La RIQJA, UNTERACH, AUSTRIA
ARGENTINA ARGENTINA MIKROBICLOGISCHES
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM HEALTHCARE PRUFLABOR, INNSBRUCK,
(PTY)LTD, WADEVILLE, {PTY) LTD, WADEVILLE, AUSTRIA
GERMISTON GERMISTON LABOR L+SAG BAD BOCKLET,
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM HEALTHCARE GERMANY
{PTY) LTD CLAYVILLE, (PTY) LTO CLAYVILLE, SABS PHARMACEUTICAL
OLIFANTSFONTEIN OLIFANTSFONTEIN CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG
FPRR: ADCOCK INGRAM HEALTHCARE FPRR: ADCOCK INGRAM HEALTHCARE FPRR: KEY ONCOLOGICS,
{PTY) LTD, WADEVILLE, {(FTY)LTD, WADEVILLE, HOUGHTON, JOHANNESBURG
GERMISTON GERMISTON
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM HEALTHCARE
{(FTYILTO,CLAYVILLE, {FTY)LTD,CLAYVILLE,
OLIFANTSFONTEIN OLIFANTSFONTEIN
ADCOCK INGRAM LTD, ERAND ADCOCK INGRAM LTD, ERAND
GARDENS, MIDRAND GARDENS, MIDRAND
She¥f-ife: 24 months Shelf-fife: 24 months Shelf-ife; 24 months
Date of registration 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 4112610416 Registration number. 41/20.2.8/0451 Ragistration number: 417201110846
Name of madicine: MITOXANTRON EBEWE 20 mg Name of medicine: INVI-RASE 500 Narme of medicine: GULF CEFUROXIME 760
" Dosage form: CONCENTRATE FOR SOLUTION Dosage form: TABLET Dosage form: INJECTION
FOR INFUSION
Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS.
MITOXANTRONE HCI EQUIVALENT SAQUINAVIR MESYLATE CEFUROXIME SODIUM
TO MITOXANTRONE 20,0 mg EQUIVALENT TO EQUIVALENT TO
SAQUINAVIR 500,0 mg CEFUROXIME 750,0 mg
Conditions of registration: 1,2,3,4,56,7 Conditions of registration: 1,2,3,4,5,6,7 Conditions of registration: 1,2, 3,4,5,6 7.8
Appiicant: KEY ONCOLOGICS (PTY)LTD Appilicant: ROCHE PRODUCTS (PTY} LTD Applicant: GULF DRUG COMPANY (PTY)
LTD
Manufacturer: EBEWE PHARMA GmbH Nig.KG, Manutacturer: ROCHE PHARMA S A MADRID, Manufactarer; LABORATORIO REIG JOFRE,
UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN
Packer: EBEWE PHARMA GmbH Nfg.KG, Packer: ROCHE PHARMA SA,, MADRID, Packer. LABORATORIO REIG JOFRE,
UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN
F. HOFFMANN-LA ROCHELTD, DIVPHARM MANUFACTURING
KAISERAUGST SWITZERLAND & PACKAGING, LONGDALE,
JOHANNESBURG
TECHNIKON LABORATORIES,
ROBERTVILLE, FLORIDA, RSA
Laboratory: FPRC: EBEWE PHARMA GmbM Nfg KG, Laboratory: ROCHE PHARMA S.A., MADRID, Laberatory: FPRC LABORATORID REIG JOFRE,
UNTERACH, AUSTRIA FPRC: SPAIN B TOLEDO, SPAIN
MIKRCBIOLOGISCHES F. HOFFMANN-LA ROCHE LTD, SABS PHARMACEUTICAL
PRUFLABOR, INNSBRUCK, BASEL, SWITZERLAND CHEMISTRY LABORATORY,
AUSTRIA GROENKLOOF, PRETORIA
LABOR L+SAG BAD BOCKLET, CONSULTING CHEMICAL
GERMANY LABORATORIES, ATLASVILLE,
SABS PHARMACEUTICAL BOKSBURG
CHEMISTRY LABORATORY, PHARMA-Q (PTY) LTD,
BROENKLOOF, PRETORIA INDUSTRIAL WEST,
CONSULTING CHEMICAL JOHANNESBURG
LABORATORIES, ATLASVILLE, INSTITUTE FOR
BOKSBURG PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA,
RSA
CONSULTING
MICROBIOLOGICAL
LABORATORY (PTY)LTD,
BEYERSPARK, RSA
FPRR: KEY ONCOLOGICS, HOUGHTON, FPRR: ROCHE PRODUCTS FPRR: GULF DRUG COMPANY {PTY)
JOHANNESBURG PIY)LTD, LTD, MOUNT EDGECOMBE,
NORTHLANDS, R8A DURBAN
Shdf-rﬂe: 24 months Shelf-lifa: 36 months Shetf-ife: 24 months (Provisional)
Date of registration: 5 AUGUST 2011 Dane of registration: 5 AUGUST 2011 Date of registration; 5 AUGUST 2011
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MRF 18

MRF15

MRF 15

Repistrafon mmber.
Neams of medicing:
Crosags oy,
Artive ingradients:

Conditions of registration;

Hanudfachrar

Packer:

Leboratory: FPRC:

FPRR:

Shellife:
Diiar of registration:

4121 200858
ADCORD GUMEPIRIDE. 1 mg
TABLET

EACH TABLET CONTAINS:
GLIMEPIRIDE 1,0mg

1,2,3,4,5678
ACCORD HEALTHCARE (PTY} LTD

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AMMEDABAD, INDIA

INTAS PHARMACEUTICALS LT,
MATODA, BANAMD, AHMEOABAD, INDIA

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

ACCORD HEALTHCARE, RIVONIA, RSA

24 mondtes {Provigiooad)
5 AUGUST 2011

Registration rumber:
Name of medicine:
Dusags form
Active ingredierts:

Conditions of registration:

Mamnutacturer:

Packer

Laboratery: FPRC:

Data of registralion.

A1 20T
ACCORD GLIMEPIRIDE 2 mg
TABRLEY

EACH TABLET CONTAINS:
GUMEPIRIDE 20mg

1Lz 345678
ACCORD HEALTHCARE (PTY) LYD

INTAS PHARMACEUTICALS LTD,
MATODA, ANAND, AHMEDABAD, INDIA

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AHMEDABAD, iNDIA

INTAS PHARMACEUTICALS LTD,
MATODA, SANAND, AHMEDABAD, INCIA
LABORATORIES, ATCASVILLE,
BOKSBURG

ACCORD HEALTHCARE, RIVONIA, RSA

24 monitis (Provisioral)
5§ ALIGUST 2011

Regisiration number;
Mame of medicine:
Dasags form:

Actrog ingredients:

Conditions of registretion:

Menufactser

Pagker:

Laboratory: FPRC

FPRRA:

[iata of registration:

4112.5/0848
TOPIRAN 50 my
TABLET

EACH TABLET CONTAINS;
TOPIRAMATE 50,0 mg

1,234,567
PHARMACARE LTD

GENPHARM PHARMACEUTICALS
INC.. ETOBICOXE, ONTARIC,
CANADA

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST
LONDON, WILSONIA, EAST LONDCN

GENPHARM PHARMACEUTICALS
INC., ETOBICOKE, ONTARIO,
CANADA

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMALCARE EAST
LONDON, WILSONIA, EAST LONDON
MC DERMOTT LABORATORIES T/A
GERARD

LABORATORIES, DUBLIN, IRELAND
GENERICS UK tTD., POTTERS BAR,
HERTFORDSHIRE, UX

GENPHARM PHARMACEUTICALS
INC.. ETOBICOXE, ONTARIO,
CANADA

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST
LONDON, WILSONIA, EAST LONDON
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
RESEARCH INSTITUTE FOR
INOUSTRIAL

PHARMACY, HORTH WEST
UNIVERSITY, POTCHEFSTROOM

PHARMACARE L TD, KORsTEN PE

204%E ON Q€
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MRF 15 MRF15 MRF 15
Registration number: 41/2.5/0847 Registration number: 41f2.5/0B58 Registration number: 41/2.5/0859
Name of medicine: TOPIRAN 100 mg Name of medicing: TOPIRAN 25 mg Name of medicine: TOPIRAN 200 mg
Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET
Active ingredients: EAGH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
TOPIRAMATE 100,0 mg TOPIRAMATE 25,0 mg TOPIRAMATE 200,0mg
Conditions of registration: 1,2,3.45,6,7 Conditions of registration: 1,234,567 Conditions of registration: 1,2,3.4.586,7
Applicant: PHARMAGARE LTD Applicant: PHARMACARE LTD Applicant: PHARMACARE LTD
Manufacturer: GENPHARM PHARMACEUTICALS INC., Manufacturer. GENPHARM PHARMACEUTICALS INC., Manufacturer: GENPHARM PHARMACEUTICALS
ETOBICOKE, ONTARIO, CANADA ETOBICOKE, ONTARIO, CANADA INC., ETOBICOKE, ONTARIO,
PHARMACARE LTD, KORSTEN, PE PHARMACARE LTD, KORSTEN, PE DA
ASPEN PHARMACARE EAST LONDON, ASPEN PHARMACARE EAST LONDON, Pl MACARE LTD, KORSTEN, PE
WILSONIA, EAST LONDON WILSONIA, EAST LONDON . ASPEN PHARMACARE EAST
' . : LONDON, WILSONIA, EAST LONDON
Packer. GENPHARM PHARMACEUTICALS INC., Packer: GENPHARM PHARMACEUTICALS INC., Packer. GENPHARM PHARMACEUTICALS

Laboratory: FPRC:

Shelf-life:
Date of registration:

ETOBICOKE, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST LONDON,
WILSONIA, EAST LONDON

MC DERMOTT LABORATORIES TrA
GERARD

LABORATORIES, DUSLIN, IRELAND
GENERICS UK LTD., POTTERS BAR,
HERTFORDSHIRE, UK

GENFHARM PHARMACEUTICALS INC.,
ETOBICOKE, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PE

ASPEN PHARMACARE EAST LONDON,
WILSONIA, EAST LONDON

SABS PHARMACEUTICAL CHEMISTRY
LABORATORY, GROENKLOGF, FRETORIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH WEST UNIVERSITY,
POTCHEFSTRQOM

PHARMACARE LTD, KORSTEN, PE
ASPEN FHARMACARE EAST LONDON,
WILSONILA, EAST LONDON
PHARMACARE LTD, WOODMEAD, RSA

24 months

5 AUGUST 2011

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

ETOBICOKE, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST LONDON,
WILSONIA, EAST LONDON

MC DERMOTT LABORATORIES T/A
GERARD

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

GENPHARM PHARMACEUTICALS INC,,
ETOBICOKE, ONTARIO, CANADA
PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST LONDON,
WILSONIA, EAST LONDCON

SABS PHARMACEUTICAL CHEMISTRY
LABORATORY, GROENKLOOF,
PRETORIA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH WEST UNIVERSITY,
POTCHEFSTROOM

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST LONDON,
WILSCNIA, EAST LONDON
PHARMACARE LIMITED, WOODMEAD,
RSA

24 months
5 AUGUST 2011

Labaratory: FPRC

FPRR:

Shelf-ife;
Date of registration:

INC., ETORICOKE, ONTARICQ,
CANADA

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST
LONDON, WILSONIA, EAST LONDON
MC DERMOTT LABORATORIES T/A
GERARD

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

GENPHARM PHARMACEUTICALS
INC., ETOBICOKE, ONTARIO,

CANADA

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST
LONDON, WILSONLA, EAST LONDON
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLQOF, PRETORIA
RESEARCH INSTITUTE FOR
INCUSTRIAL PHARMACY, NORTH
WEST UNVERSITY,
POTCHEFSTROOM

PHARMACARE LTD, KORSTEN, PE
ASPEN PHARMACARE EAST
LONDON, WILSONIA, EAST LONDON
PHARMACARE LTD, WOODMEAD,
RSA

24 months
5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number: 41/7.1.3/0969 Registration number: 41/7.1.3/0970 Registration number. 41/7.1.3/0971

Name of medicine: TEKTURNA 150 Name of medicine: TEKTURNA 300 Name of medicine: RASILEZ 150

Dosage form: TABLET Dosage form: TABLET Dogage lom: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
Aliskiren hemifumarate equivalent Aliskiren hemifumarate Aliskiren hemifumarate
to Aliskiren 180,0 mg equivalent o equivalent to

Aliskiren 300,0 mg Aliskiren 150,0 mg

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

Applicant: NOVARTIS SA (PTY)LTD Applicant: NOVARTIS SA (PTY)LTD Applicant. NOVARTIS SA (PTY) LTD

Manufacturer. NOVARTIS PHARMA STEIN AG, Manufaciurer; NOVARTIS PHARMA STEIN Manufacturer. NOVARTIS PHARMA STEIN
STEIN, SWITZERLAND AG, STEIN, SWITZERLAND AG, STEIN, SWITZERLAND

Packer. NOVARTIS PHARMA STEIN AG, Packer: NOVARTIS PHARMA STEIN Packer: NOVARTIS PHARMA STEIN
STEIN, SWITZERLAND AG, STEIN, SWITZERLAND AG, STEIN, SWITZERLAND
ALLPACK GROUP AG, ALLPACK GROUP AG, ALLPACK GROUP AG,
REINACH, SWITZERLAND REINACH, SWITZERLAND REINACH, SWITZERLAND
KONAPHARMA AG, PRATTELN, KONAPHARMA AG, KONAPHARMA AG,
SWITZERLAND PRATTELN, SWITZERLAND PRATTELN, SWITZERLAND
WVERS-LEE AG, BURGHOF, IVERS-LEE AG, BURGHOF, IVERS-LEE AG, BURGHOF,
SWITZERLAND SWITZERLAND SWITZERLAND
NOVARTIS SA, SPARTAN, NOVARTIS SA, SPARTAN, NOVARTIS SA, SPARTAN,
KEMPTON PARK KEMPTON PARK KEMPTON PARK

Lakoratory. FPRC: NOVARTIS PHARMA STEIN AG, Laboratory: FPRC: NOVARTIS PHARMA STEIN {.aboratory: FPRC NOVARTIS PHARMA STEIN
STEIN, SWITZERLAND AG, STEIN, SWITZERLAND AG, STEIN, SWITZERLAND
NOVARTIS PHARMANALYTICA NOVARTIS PHARMANALYTICA NOVARTIS
SA, LOCARNO, SWITZERLAND SA, LOCARNO, SWITZERLAND PHARMANALYTICA SA,
NOVARTIS SA, SPARTAN, NOVARTIS SA, SPARTAN, LOCARNO, BWITZERLAND
KEMPTON PARK KEMPTON PARK NOVARTIS SA, SPARTAN,

KEMPTON PARK
FPRR: NOVARTIS SA (PTY) LTD, FPRR: NOVARTIS 5A (PTY)LTD, FPRR: NOVARTIS SA (PTY) LTD,

SPARTAN, KEMPTON PARK SPARTAN, KEMPTON PARK SPARTAN, KEMPTON PARK

Shelf-life: 24 months Sheitife: 24 months Sheitite: 24 manths

Date of regisiration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011

20.ibE ON 2Z€
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MRF 15 MRF15 MRF 15
Registration number. 41/7.1.3/0872 Registretion number: 41/7.1.3/0998 Registration number: 41/7.1.3/0999
Name of medicine: RASILEZ 300 Name of medicine: SPEC-LOSARTAN CO 50 Name of medicine: SPEC-LOSARTAN CO 100
Daosage form: TABLET Dosage form: TABLET Dosage farm: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
Aliskiren hemifumarate equivalent LOSARTAN POTASSIUM LOSARTAN POTASSIUM
to Aliskiren 300,0 mg 50,0 mg 100,0 mg
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE
12,5 mg 250mg
Conditions of registration; 1,2,3,4,5,6,7 Conditions of registration: 1,2,3,4,5,8,7 Conditions of registration: 1,2.3,4,5, 86,7
Applicant: NOVARTIS SA (PTY)LTOD Applicart: SPECPHARM (PTY) LTD Applicant: SPECPHARM (PTY) LTD
Manufacturer. NOVARTIS PHARMA STEIN AG, Manufacturer: SPECIFAR S.A., ATHENS, Manufacturer: SPECIFAR S A, ATHENS,
STEIN, SWITZERLAND GREECE GREECE
Packer: NOVARTIS PHARMA STEIN AG, Packer. SPECIFAR §.A., ATHENS, Packer. SPECIFAR S.A., ATHENS,
STEIN, SWITZERLAND GREECE GREECE
ALLPACK GROUP AG, SPECPHARM HOLDINGS SPECPHARM HOLDINGS
REINACH, SWITZERLAND (PTY} LTD, HALFWAY HOUSE, PTY) LTD, HALFWAY
KONAPHARMA AG, PRATTELN, MIDRAND HOUSE, MIDRAND
SWITZERLAND DIVPHARM MANUFACTURING DIVPHARM
IVERS-LEE AG, BURGHOF, & PACKAGING {(PTY) LTD, MANUFACTURING &
SWITZERLAND INDUSTRIA, JOHANNESBURG PACKAGING (PTY) LTD,
NOVARTIS SA, SPARTAN, INDUSTRIA,
KEMPTON PARK i JOHANNESBURG
Laboratory: FPRC: NOVARTIS PHARMA STEIN AG, Laboretory: FPRC: SPECIFAR §.A., ATHENS, Laboratory: FPRC SPECIFAR S.A., ATHENS,
STEIN, SWITZERLAND GREECE GREECE
NOVARTIS PHARMANALYTICA SPECPHARM HOLDINGS SPECPHARM HOLDINGS
SA, LOCARNO, SWITZERLAND {PTY) LTD, HALFWAY HOUSE, (PTY) LTD, HALFWAY
NOVARTIS SA, SPARTAN, MIDRAND HOUSE, MIDRAND
KEMPTON PARK CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORY ATLASVILLE, LABORATORY,
BOKSBURG ATLASVILLE, BOKSBURG
FPRR: NOVARTIS SA (PTY) LTD, FPRR: SPECPHARM (PTY) LTD, FPRR: SPECPHARM (PTY; LTD,
SPARTAN, KEMPTON PARK SANDTON, GAUTENG SANDTON, GAUTENG
Shelf-ife: 24 manths Shelfife: 24 months Shelf-ife: 24 months
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011

€€ Z20.LVE ON
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MRF 15 MRF15 MRF 15
Regisiration number: 41/20.1.11020 Registration number: 41/20.1.171021 Registration number, 41/20.1.111022
Name of medicine: AUSVANIC-250 Name of medicine: AUSVANIC-500 Name of medicine: LEVOSTEL-250
Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET
Aclive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
LEVOFLOXACIN LEVOFLOXACIN LEVOFLOXACIN
HEMIHYDRATE EQUIVALENT HEMIHYDRATE EQUIVALENT HEMIHYDRATE
TO LEVOFLOXACIN 250,0 mg TO LEVOFLOXACIN 5000 mg EQUIVALENT TO
LEVOFLOXACIN 2500 mg
Conditions of registration: 1,.2,3,4,586,7. 8 Conditions of registration: 1,.2.3,4,6,6, 7.8 Conditions of registration: 1,2,3,4.58, 7,8
Applicard: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES
(PTY)LTD (PTY)LTD PTY)LTD
Manufacturer: {PCA LABORATORIES LIMITED, Manufaciurer: IPCA LABORATORIES Manufacturer: IPCA LABORATORIES
PLOT NO. 255/1 LIMITED, PLOT NQO. 25511 LIMITED, PLOT NO. 255/1
DADRA AND NAGAR HAVELL, DADRA AND NAGAR HAVELL, DADRA AND NAGAR
INDIA INDIA HAVELI, INDIA
Packer: {PCA LABORATORIES LIMITED, Packer. IPCA LABORATORIES Packer: IPCA LABORATORIES
PLOT NO. 2551 LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 2551
DADRA AND NAGAR HAVELI, DADRA AND NAGAR HAVELI, DADRA AND NAGAR
INDIA INDIA HAVELL, INDIA
Laboratory: FPRC: IPCA LABORATORIES LIMITED, Labaratory: FPRC: IPCA LABORATORIES Laboratory; FPRC IPCA LABORATORIES
PLOT NO. 2551 DADRA AND LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 255/
NAGAR HAVELI, INDIA DADRA AND NAGAR HAVELI, DADRA AND NAGAR
SABS PHARMACEUTICAL INDIA HAVEL, INDIA
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SABS PHARMACEUTICAL
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY,
INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOGF, PRETORIA
PHARMACEUTICAL SERVICES, INSTITUTE FOR INSTITUTE FOR
SILVERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL
SERVICES, SILVERTONDALE, SERVICES,
PRETORIA SILVERTONDALE,
PRETORIA
FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES
{PTY) LTD, SPRINGFIELD, {FTY) LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD,
JOHANNESBURG JOHANNESBURG JOHANNESBURG
Sheif-ite: 24 months (Provisional) Shelf-ite: 24 months (Provisional) Sheif-lifa: 24 months
: {Provisional)
Date of registration: Date of registration: 5 AUGUST 2011 Dats of registration: 5 AUGUST 2011

5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number. 41/20.1.1/1023 Registraion number: 417251130 Registration number: 41/2.9/1131

HName of medicine: LEVOSTEL-500 Name of medicine: JURNISTA 8 mg Name of medicine: JURNISTA 16 mg

Dosaga form: TABLET Dosage form: TABLET Dosage fom: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
LEVOFLOXACIN Hydromorphone HCl 8,0 mg Hydromorphone HCE 18,0 mg
HEMIHYDRATE EQUIVALENT
TO LEVOFLOXACIN 500,0 mg

Conditions of registration: 1,2,3,4,5,6,7,8 Conditions of registratio:. 1,2, 3,4, 5.6, 7 Gonditions of registration: 1,2,3,4,56,7

Applicant. AUSTELL LABORATORIES Applicant: JANSSEN PHARMACEUTICA Applicant: JANSSEN
PFIYILTD FINLID PHARMACEUTICA (PTY)

LTD

Manufacturer. IPCA LABORATORIES LIMITED, Manufacturer: ALZA CORPORATION, Manufaciurer: ALZA CORPORATION,
PLOT NO. 2551 DADRA AND VACAVILLE, CALIFORNIA, USA VACAVILLE, CALIFORNIA,
NAGAR HAVEL!, INDIA USA

Packer: IPCA LABORATORIES LIMITED, Packer: PSGA — ORTHO-MCNEIL Packer: PSGA ~ ORTHO-MCNEIL
PLOT NO. 255/1 DADRA AND PHARMACEUTICAL INC., PHARMACEUTICAL INC.,
NAGAR HAVELI, INDIA MOUNTAINVIEWY, MOUNTAINVIEW,

CALIFORNIA, USA CALIFORNIA, USA

Laboratory: FPRC: {PCA LABORATORIES LIMITED, Laboratory: FPRC: JANSSEN PHARMACEUTICA Laboratory: FPRC JANSSEN
PLOT NO. 25511 DADRA AND NV, BEERSE, BELGIUM PHARMACEUTICA NV,
NAGAR HAVEL, INDIA BEERSE, BELGIUM
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

FPRR: AUSTELL LABORATORIES FPRR: JANSSEMN PHARMACEUTICA FPRR: JANSSEN
(PTY) LTD, SPRINGFIELD, (PTY)} LTD, WOODMEAD, PHARMACEUTICA (PTY)
JOHANNESBURG SANDTON LTD, WOODMEAD,
SANDTON
Sheitife: 24 months (Provisional) Shelf-dife: 24 months Shefite; 24 months
Date of registration: 5 AUGUST 2011 Date of registraion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 1§ MRF18 MRF 15
Registration number: 417291132 Registration number. 41/2.911133 Registration number: 41/2.9/11136
Name of medicine: JURNISTA 32 mg Name of medicine: JURNISTA 84 my Name of medicine: JURNISTA 4 mg
Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS: Aclive ingrediernts: EACH TABLET
Hydromorphone HCI 32,0 mg Hydromorphone HCI 64,0 mg CONTAINS:Hydromarphone
HCI 4,0mg
Conditions of registration: 1,2,3,4,5,6,7 Congditions of registration: 1,2,3,4,56,7 Conditions of registration: 1,2.3,4.56, 7
Applicant: JANSSEN PHARMACEUTICA Applicant: JANSSEN PHARMACEUTICA Applicant: JANSSEN
(PTY)LTD (PTY) LTD PHARMACEUTICA (PTY)
LTD
Manufacturer ALZA CORPORATION, Manufacturer: ALZA CORPORA Manufaciurer: ALZA CORPORATION,
VACAVILLE, CALIFORNIA, USA TION, VACAVILLE, VACAVILLE, CALIFORNIA,
CALIFORNIA, USA Usa
Patker. PSGA — ORTHO-MCNEIL Packer: PSGA ~ ORTHO-MCNEIL Packer. PSGA —~ ORTHO-MCNEIL
PHARMACEUTICAL INC., PHARMACEUTICAL INC., PHARMACEUTICAL INC.,
MOUNTAINVIEW, CALIFORNIA, MOUNTAINVIEW, MOUNTAINVIEW,
USA CALIFORNIA, USA CALIFORNIA, USA
Laboratory: FPRC: JANSSEN PHARMACEUTICA Laboretory. FPRC: JANSSEN PHARMACEUTICA Laboratory, FPRC JANSSEN
NV, BEERSE, BELGIUM NV, BEERSE, BELGIUM PHARMACEUTICA NV,
BEERSE, BELGIUM
FPRR: JANSSEN PHARMACEUTICA FPRR: JANSSEN PHARMACEUTICA FPRR: JANSSEN
(PTY} LTD, WOODMEAD, {PTY] LTD, WOODMEAD, PHARMACEUTICA (PTY)
SANDTON SANDTON LTD, WOODMEAD,
SANDTON
Shelt-life: 24 months Shelf-lifa; 24 months Shetfife: 24 months
Date of registration: § AUGUST 2011 Date of registaation: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number; 42/7.1.310027 Registration number: 4217.1.3/0028 Registration number: 42/7.1.3/0029
Name of medicine: AUSTELL LOSARTAN CO Name of medicine: AUSTOZAAR-CO Name of medicine: LORTAN-CO
TABLETS
Dasage fomm; TABLET Dosage form:; TABLET Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingrediants: EACH TABLET CONTAINS:
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM
EQUIVALENTTO EQUIVALENT TO EQUIVALENT TO
LOSARTAN 50,0 mg LOSARTAN 50,0 mg LOSARTAN 50,0 mg
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE
12,5 mg 12,5mg 12,5mg
Conditions of registration: 1,2,3,4,5,6,7 Conditions of registration:.  1,2,3,4,5,6,7 Conditions of registration: 1,2,3.4,5,6,7
Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES
(PTY)LTD {(PTY}LTD {PTY}LTD
Manufacturer. IPCA LABORATORIES LIMITED, Manufacturer; IPCA LABORATORIES Manufacturer: [PCA LABORATORIES
PLOT NO. 255/1 DADRA AND LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 255/1
NAGAR HAVELL, INDIA DADRA AND NAGAR HAVELI, DADRA AND NAGAR
INDIA HAVELL INDIA
Packer; IPCA LABORATORIES LIMITED, Packer. IPCA LABORATORIES Packer: IPCA LABORATORIES
PLOT NO. 255/1 DADRA AND LIMITED, PLOT NO. 2551 LIMITED, PLOT NO. 255/
NAGAR HAVEL], INDIA DADRA AND NAGAR HAVELS, DADRA AND NAGAR
INDIA HAVELL, INDIA
Laboratory: FPRE: IPCA LABORATORIES LIMITED, Laboratory: FPRC: IPCA LABORATORIES Laboratary: FPRG IPCA LABORATORIES
PLOT NO. 255/1 DADRA AND LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 255/1
NAGAR HAVELS, INDIA DADRA AND NAGAR HAVELI, DADRA AND NAGAR
SABS PHARMACEUTICAL INDIA HAVELI, INDIA
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SABS PHARMACEUTICAL
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY,
INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA
PHARMACEUTICAL SERVICES, INSTITUTE FOR INSTITUTE FOR
SILVERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL
SERVICES, SILVERTONDALE, SERVICES,
PRETORIA SILVERTONDALE,
PRETORIA
FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES
PTY) LTD, SPRINGFIELD, (PTY} LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD,
JOHANNESBURG JOHANNESBURG JOHANNESBURG
Shelf-life: 24 months Sheitlifs: 24 months Sheft-ifo: 24 months
Dats of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dats of registraion: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 42/20.1,2/0038 Registration rammber: 42/20.1.200039 Registration number; 42/20.1.2/0040
Name of medicins; METPEN 125 Name of medicine: METPEN 250 Name of medicine: AUSTELL - PEN VK 125
Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL
SOLUTION SOLUTION SOLUTION
Active ingredients: EACH 5,0 mi CONTAINS: Active ingredierts: EACH 5,0 ml CONTAINS: Active ingredients: EACH 5,0 mi CONTAINS:
Phenoxymethylpenicillin Phenoxymethylpenicillin Phenoxymethylpenicillin
Potassium equivalent to Patassium equivalent to Potassium equivalent to
Phenoxymethylpenicillin Phenoxymethylpenicillin Phenaxymethylpenicillin
125,0 mg 2500 mg 125,0 mg
Conditions of registration: 1,.2,3,4,56. 7, 8 Conditions of registration: 1.2,3,4,5,6,7,8 Conditions of registration: 1,2,3,456,7,8
Applicart: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES
(PTY) LTD (PTY) LTD (PTY)LTD
Manufacturer: {PCA LABORATORIES LIMITED, Manufacturer: IPCA LABORATORIES Manufacturer: IPCA LABORATORIES
GANDHIDHAM, GUJARAT, LIMITED, GANDHIDHAM, LIMITED, GANDHIDHAM,
INDIA GUJARAT, INDIA GUJARAT, INDIA
Packer: IPCA LABORATORIES LIMITED, Packer: IPCA LABORATORIES Packer: IPCA LABORATORIES
GANDHIDHAM, GUJARAT, LIMITED, GANDHIDHAM, LIMITED, GANDHIDHAM,
INDIA GUUJARAT, INDIA GUJARAT, INDIA
Laboratory: FPRC: {PCA LABORATORIES LIMITED, Laboratory: FPRC: IPCA LABORATORIES Laborstory: FPRC IPCA LABORATORIES
GANDHIDHAM, GUJARAT, LIMITED, GANDHIDHAM, LIMITED, GANDHIDHAM,
INDIA GUJARAT, INDIA GUJARAT, INDIA
SABS PHARMACEUTICAL SABS PHARMACEUTICAL SABS PHARMACEUTICAL
CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA GROENKLOOQF, PRETORIA
INSTITUTE FOR INSTITUTE FOR INSTITUTE FOR
PHARMACEUTICAL SERVICES, PHARMACEUTICAL PHARMACEUTICAL
SILVERTONDALE, PRETORIA, SERVICES, SILVERTONDALE, SERVICES,
RSA PRETORIA, RSA SILVERTONDALE,
PRETORIA, RSA
FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES
(PTY) LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD,
JOHANNESBURG JOHANNESBURG JOHANNESBURG
Sheitife: 24 months (Provisional) Sheti-fife: 24 months (Provisional) Shelfife: 24 months
(Provisional)
Dete of registration: 5 AUGUST 2011 Date of registrafion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. 42/20,1.2/0041 Registration number. 421211210118 Registration number: 42/26/0152
Name of medicine: AUSTELL - PEN VK 250 Name of medicine: ARIGOLINE 0,5 mg Nama of medicine: EPICORD 10
Dosage form: POWDER FOR ORAL Dosage form: TABLET Dosage form: INJECTION
SOLUTION .
Active ingredients: EACH 5,0 m| CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 ml SOLUTION

Conditions of registration:

Applicant:

Manufacturer.

Packer.

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration;

Phenoxymethylpenicillin
Potasslum equivalent to
Phenoxymethylpenicillin
250,0 mg

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

AUSTELL LABORATORIES
(PTY)LTD

IPCA LABORATORIES LIMITED.
GANDHIDHAM, GUJARAT,
INDIA

IPCA LABORATORIES LIMITED,
GANDHIDHAM, GUJARAT,
INDIA

IPCA LABORATORIES LIMITED,
GANDHIDHAM, GUJARAT,
INDIA

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA,
RSA

AUSTELL LABORATORIES
(PTY) LTD, SPRINGFIELD,
JOHANNESBURG

24 months (Provisional)
5 AUGUST 2011

Conditions of registration:

Applicant:

Manufacturer.

Packer:

Laboratory: FPRC:

FPRR:

Shelf-life:
Date of registration:

CABERGOLINE  0,5mg

1,2,3,4,56,7. 8

ARROW PHARMA SOUTH
AFRICA (PTY) LTD

ARROW LABORATORIES,
CROYDON SOUTH, VICTORIA,
AUSTRALIA

ARROW LABORATORIES,
CROYDON SOUTH, VICTORIA,
AUSTRALIA

COBALT PHARMACEUTICALS

INC., MISSISSAUGA, CANADA -

DIVPHARM MANUFACTURING
& PACKAGING (PTY) LTD,
LONGDALE, INDUSTRIA

COBALT PHARMACEUTICALS
INC., MISSISSAUGA, CANADA
SEDEK AGRIKEM,
KAMEELDRIFT-EAST,
PRETORIA

ARROW PHARMA SA (PTY)
LTD, WOODMEAD

24 months (Provisional)
5 AUGUST 2011

Canditions of registration:

Applicant:

Manufacturer:

Packer.

Laboratory: FPRC

FPRR:

Shelf-life:
Date of registration:

CONTAINS:
EP!RUBICIN
HYDROCHLORIDE 2.0 mg

1.2,3,4,5,6,7, 8

ACCORD HEALTHCARE
(PTY)LTD

INTAS
PHARMACEUTICALS,
MATODA, SANAND,
AHMEDABAD, INDIA

INTAS
PHARMACEUTICALS,
MATODA, SANAND,
AHMEDABAD, INDIA

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

ACCORD HEALTHCARE,
RIVONIA, RSA

24 months (Provisional)
5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 4212610153 Registration number: 42/21.12/0248 Reglatration number: 4217 1.3/0288
Name of mexdicine: ACCORD EPIRUBICIN 10 Name of medicine: PROSTERID Name of madicine: SARTCC 100/25 mg
Dosage form: INJECTION Dosags formy: TABLET Dosage form; TABLET
Active ingredienis: EACH 1,0 ml SOLUTION CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
EPIRUBICIN HYDROCHLORIDE FINASTERIDE 5,0 mg LOSARTAN POTASSIUM 1000
20mg mg
HYDROCHLOROTHIAZIDE 25,0
mg
Caonditions of registeation: 1,2.3,4,56,7.8 Conditions of registration: 1,2.3,.4,56,7 Conditions of registration: 1.2,3,4,56,6,7
X ACCORD HEALTHCARE (PTY) LTD i
Applicant: Applicant: PHARMAPLAN (PTY) LTD Applicant. PHARMACARE LIMITED
Manufacturer: INTAS PHARMACEUTICALS, TODA, Manufacturer: GIDEON RICHTER LTD, Manulaciurer: PHARMATHEN 5.A. ATTIKIS,
SANAND, AHMEDABAD, INDIA BUDAPEST, HUNGARY GREECE
PHARMACARE LIMITED, PORT
ELIZABETH, SA
ASPEN PHARMACARE, EAST
LONDON (PTY} LTD, WILSONIA,
EAST LONDON, RSA
Packer: INTAS PHARMACEUTICALS, Packer: GIDEON RICHTER LTD, Packer: PHARMATHEN S.A, ATTIKIS,
MATODA, SANAND, AHMEDABAD, BUDAPEST, HUNGARY GREECE
INDIA PHARMACARE LIMITED, PORT
ELIZABETH, SA
ASPEN PHARMACARE EAST
LONDGON {PTY) LTD, WILSONIA,
EAST LONDON, RSA
Laboratory: FPRC: INTAS PHARMACEUTICALS, Laboratory: GIDEON RICHTER LTD, Laboratory; FPRC PHARMATHEN S.A. ATTIKIS,
MATODA, SANAND, AHMEDABAD, BUDAPEST, HUNGARY GREECE
INDIA CONSULTING CHEMICAL PHARMACARE LIMITED, PORT
CONSULTING CHEMICAL LABORATORIES, ATLASVILLE, ELIZABETH, SA
LABORATORIES, ATLASVILLE, BOKSHURG ASPEN PHARMACARE, EAST
BOKSBURG . LONDON (PTY) LTD, WILSONIA,
EAST LONDON, RSA
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
RESEARCH INSTITUTE FOR
INDUSTRIALPHARMACY,
NORTH WEST UNIVERSITY,
POTCHEFSTROOM, RSA
FPRR: ACCORD HEALTHCARE, RIVONIA, FPRR: PHARMAPLAN (PTY)LTD, FPRR: PHARMACARE LIMITED, PORT
RSA MIDRAND, RSA ELIZABETH, RSA
ASPEN PHARMACARE EAST
LONDON {PTY) LTD, WILSONIA,
EAST LONDON, R5A
PHARMACARE LTD,
WOODMEAD, RSA
Shelf-life: 24 months (Provisional) Shelf-life: 24 months Sheitlife: 24 months
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dede of registration: 5 AUGLUST 2011
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MRF 15 MRF15 MRF 15
Regiskration number 42/11.4.30313 Regstration ramber. 42/2.6.50330 Registration number. 4272850331
Name of medicine: ASPEN PANTOPRAZOLE IV HName of megicine: AUROCPERDAL 0,5 mg Name of medicine: AUROPERDAL 1 mg
Dogage form: POWOER FOR SOLUTION FOR Dosage fomn: TABLET Dosage form: TABLET
INSJECTION
Active ingretients; EACH VIAL CONTAINS: Active ingredisnts; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
PANTOPRAZOLE SODIUM RISPERIDUNE 05 mg RISPERIDONE 10mg
SESQUIHYDRATE
ECQUIVALENT TO PANTOPRAZOLE 400
g
Conditions of registration: 1.2,3,4,5,8,7,8& Conditions of registration: 1.2.3.4.5,8.7.8 Conditions of registration: 1.2,3,4,567.8
Applicant: PHARMACARE LIMITED Applicant: AURCBINDD PHARMA (PTY LTD Applicant: AUROBINDO PHARMA (PTY) LTD
Manufacturar LABIANA PHARMACEUTICALS, S.LU, Manufatturer, AUROBINDC PHARMA LTD, UNIT IlI Mantfacturer AUROBINDO PHARMA LTD, UNIT it
BARCELONA, SPAIN QUTHUBULLAPUR MANDAL. RANGA QUTHUBULLAPUR MANDAL, RANGA
REDDY, ANDHRA PRADESH, INDIA REDDY, ANDHRA PRADESH, INDIA
Packer. LABIANA PHARMACEUTICALS, S.LU, Packer. AUROCBINDO PHARMA LTD, UNIT 1§} Packer. AURQBINDC PHARMA LTD, UNIT 1it
BARCELONA, SPAIN QUTHUBULLAPUR MANDAL, RANGA QUTHUBULLAPUR MANDAL, RANGA
PHARMACARE LIMITED, KORSTEN, PORT REDDY, ANOHRA PRADESH, INDIA REDDY, ANDHRA FRADESH, INDIA
ELIZABETH, RSA
ASPEN PHARMACARE EAST LONDON
{PTY) LTD, WILBONIA, EAST LONDON,
RSA
Laboratory: FPRC: LABIANA PHARMACEUTICALS, S.L.U, Laboratory, FPRC AUROBINDC PHARMA LTD, UNIT i Laboratory: FPRC AUROBINDO PHARMA LTO, UNIT Uil
BARCELONA, SPAIN QUTHUBULLAPUR MANDAL, RANGA QUTHUBULLAPUR MANDAL, RANGA
PHARMACARE LIMITED, PORT REDDY, AMDHRA PRADESH, INDIA REODY, ANDMRA PRADESH, INDIA
ELIZABETH, SA
ASPEN PHARMACARE, EAST LONDON
(F"I'Y]RSA LTO, WILSONIA, EAST LONDON,
SABS PHARMACEUTICAL CHEMISTRY
LABORATORY, GROENKLOOF, PRETORIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMALCY, NORTH WEST UNIVERBITY,
POTCHEFSTROOM, R5A
FPRR: PHARMACARE LIMITED, PORT FPRR: AUROBINDD PHARMA, MEYERSDAL, FPRR: AUROBINDO PHARMA, MEYERSOAL,
ELIZABETH, & JOMANNESBURG JOHANNESBURG
ASPEN PHARMACARE EAST LONDON
{FTOLTD, WILSOHNLA, EAST LONDON,
RSA
PHARMACARE LTD, WOODMEAD, RSA
Shelflife: 24 months (Provisional} Sheif-ite: 24 months (Provisional) Shelt-ite: 24 mordhs (Provisional)
Date of registration: 5 AUGUST 2011 Dats of ragiatration: 5 AUGUST 2011 Date of registration: 5 ALUGUST 2011
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MRF 15

MRF15

MRF 15

Regigtration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Lahoaratory: FPRC:

FPRR:

Shelf-life:

Date of registration:

42/2,6.5/0332
AUROPERDAL 2 mg
TABLET

EACH TABLET CONTAINS:
RISPERIDONE 2,0mg

1,2,3,4,56,7.8

AUROBINDO PHARMA (PTY)
LTD

AUROBINDO PHARMA LTD,
UNIT Hl QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA,
MEYERSDAL, JOHANNESBURG

24 months (Provisional)

5 AUGUST 2011

Registration nuinber:
Name of medicine:
Dosage form:

Active ingredieﬁts:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:
FPRC:

FPRR:

Shelfife:

Date of registration:

42/2.6.5/0333
AUROPERDAL 3 mg

TABLET
EACH TABLET CONTAINS:
RISPERIDONE 3,0mg

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

AUROBINDO PHARMA (PTY)
LTD

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, iINDIA

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA,
MEYERSDAL,
JOHANNESBURG

24 months (Provisional)

5 AUGUST 2011

Registration number:
Name of medicine:
Dasage form;

Active ingredients:

Conditions of registration:

Applicant;

Manufacturar.

Packer:

Laboratory: FPRC

FPRR:

Shelfife:

Date of registration:

42/2.6.5/0334
AUROPERDAL 4 mg
TABLET

EACH TABLET CONTAINS:
RISPERIDONE 40mg

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

AUROBINDO PHARMA LTD,
UNIT Il QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD,

UNIT lil QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA LTD,
UNIT I QUTHUBULLAPUR
MANDAL, RANGA REDDY,
ANDHRA PRADESH, INDIA

AUROBINDO PHARMA,
MEYERSDAL,
JOHANNESBURG

24 months
(Provisional)

5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 42/20.1.1/0508 Registration number: 42/7.1.3/0518 Registration number: 42120.1.1/0632
Name of medicine: CIPLA AZITHROMYCIN 500 Name of medicine: ASPEN LABETALOL Namme of medicine: LINTRIP 250
Dosage form: TABLET Dosage form: SOLUTION FOR INJECTION Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients; EACH TABLET CONTAINS:
Azithromyein dihydrate equivalent to LABETALOL HC! 50mg LEVOFLOXACIN
Azithromycin 500,0 mg HEMIHYDRATE EQUIVALENT
TO LEVOFLOXACIN 2500 mg
Conditions of registration: 1,2,3,4,5,6,7. 8 Canditions of registration: 1,2,3,4,56,7 Condilions of registrafion: 1,2,4.456,7.8
Applicant: CIPLA LIFE SCIENCES {(PTY}LTD Applicant: PHARMACARE LIMITED Applicant: DR REDDY'S LABORATORIES
{(PTY)LTD
Manufacturer. CIPLA LTD, UNIT VI, VERNA, GOA, Manufacturer: STRIDES ACROLAB LIMITED, Manufacturer; DR REDDY'S LABORATORIES
{NDIA BANGALORE, INDIA LTD, No 41, QUTHUBULLAPUR
MANDAL, RANGA REDDY
DISTRICT, ANDHRA PRADESH,
{NDHA
Packar. CIPLA LTD, UNIT VIt, VERNA, GOA, Packer: STRIDES ACROLAB LIMITED, Packer. DR REDDY'S LABORATORIES
INDIA BANGALORE, INDIA LTD, No 41, QUTHUBULLAPUR
PHARMACARE LIMITED, PORT MANDAL, RANGA RECDY
ELIZABETH, SA DISTRICT, ANDHRA PRADESH,
ASPEN PHARMACARE EAST INDIA
LONDON (FTY} LTD, WILSONIA, DRA PHARMACEUTICALS,
EAST LONDON, RSA IRENE, CENTURION
Laboratory: FPRC: CIPLA LTD, UNIT VI, VERNA, GOA, Laboratory: STRIDES ACROLAB LIMITED, Laboratory: FPRC DR REDDY'S LAHBORATORIES
INDIA FPRC: BANGALORE, INDIA LTD, No 41, GUTUBULLAPUR
PHARMACARE LIMITED, PORT MANDAL, RANGA REDDY
ELIZABETH, SA DISTRICT, ANDHRA PRADESH,
ASPEN PHARMACARE, EAST INDIA
LONDON {PTY) LTD, WILSONIA, RESEARCH INSTITUTE FOR
EAST LONDON, RSA INDUSTRIAL PHARMACY,
RESEARCH INSTITUTE FOR NORTHWEST UNIVERSITY,
INDUSTRIAL PHARMACY, POTCHEFSTROOM
POTCHEFSTROOM, RSA
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOGF, PRETORIA
FPRR: CIPLA LIFE SCIENCES (FTY)LTD, FPRR: PHARMACARE LWITED, FPRR: DR REDDY'S LABORATOREES,
ROSENFARK, BELLVILLE, SOUTH KORSTEN, PORT ELIZABETH, RSA MURRAYFIELD, PRETORIA
AFRICA ASPEN PHARMACARE EAST
LONDON, WILSONIA, EAST
LONDON, RBA
PHARMACARE LIMITED,
WOODMEAD, SANDTON
Sheifife: 24 months (Provigional} Shelfdite; 36 months Shelf-ife; 24 months {Provisional)
Uate of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Cate of registration: § AUGUST 2011
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MRF 15 MRF15 MFF 15
Registration number: 42/20.1.1/0633 Registration number. 42/20.1.1/0642 Registration rnumber: 42/20.2 BIOBBG
Name of medicine: LINTRIP 500 Name of medicine: GULF CEFURDXIME 1 500 Nama of medicine: CIPLA NELFINAVIR
Dosage form: TABLET Dosage fam: INJECTION Dosage form: TABLET
Active ingrediends: EACH TABLET CONTAINS: Aclive ingredients: EACH VIAL CONTAINS: Active ingradients: EACH TABLET CONTAINS:
LEVOFLOXACIN HEMIHYDRATE CEFUROXIME SOBIUM NELFINAVIR MESYLATE
EQUIVALENT TO LEVOFLOXACIN EQUIVALENT TO EQUIVALENT TO
500,0 mg CEFUROXIME 1500,0 mg NELFINAVIR 2500 mg
Conditions of registration: 1,2,3,4,546,7.8 Conditions of registration: 1,2,3,4,56,7,8 Conditions of registration: 1,2,3,4,56 7.8
Applicant: DR REDDY'S LABORATORIES (PTY) Applicant. GULF DRUG COMPANY (PTY} LTD Agplicant: CIPLA MEDPRO (PTY) LTD
LTD
Manufacturer: DR REDDY'S LABORATORIES LTD, Manufacturer, LABORATORIO REIG JOFRE, Manufacturer: CIPLA LTD, UNIT (il, VERNA,
No 4, QUTHUBULLAPUR MANDAL, TOLEDO, SPAIN GOA, INDIA
RANGA REDOY DISTRICT, ANDHRA
PRADESH, INDIA
Packer: DR REDDY'S LABORATORIES LTD, Packer. LABORATORIO REIG JOFRE, Packer; CIPLA LTD, UNIT lil, VERNA,
No 4, QUTHUBULLAPUR MANDAL, TOLEDO, SPAIN GOA, INDIA
RANGA REDDY DISTRICT, ANDHRA DIVPHARM MANUFACTURING &
PRADESH, INDIA PACKAGING, LONGDALE,
DRA PHARMACEUTICALS, IRENE, JOHANNESBURG
CENTURION TECHNIKON LABORATORIES,
ROBERTVILLE, FLORIDA, RSA
Laboratory: FPRC: DR REDDY'S LABORATORES LYD, Laboratory: LABORATORIO REIG JOFRE, Laboratory: FPRC CIPLA LTD, UNIT lil, VERNA,
No 4, QUTHUBULLAPUR MANDAL, FPRC: TOLEDO, SPAIN . GOA, INDIA
RANGA REDDY DISTRICT, ANDHRA SABS PHARMACEUTICAL
PRADESH, INDIA CHEMISTRY LABORATORY,
RESEARCH INSTITUTE FOR GROENKLOOF, PRETORIA
INDUSTRIAL PHARMACY, NORTH CONSULTING CHEMICAL
WEST UNIVERSITY, LABORATORIES, ATLASVILLE,
POTCHEFSTROOM BOKSBURG
PHARMA-Q (PTY)LTD,
INDUSTRIAL WEST,
JOHANNESBURG
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA, RSA
CONSULTING MICROBIOLOGICAL
LABORATORY {PTY} LTD,
BEYERSPARK, RSA
FPRR: DR REDDY'S LABORATORIES, FPRR: GULF DRUG COMPANY (PTY) LTD, FPRR: CIPLA MEDPRO, ROSENPARK,
MURRAYFIELD, PRETORIA MOUNT EDGECOMBE, DURBAN BELLVILLE
Shelfdife: 24 months (Provisional) Shelf-life: 24 months {(Provisional) Sheifife: 24 months (Provisional)
Date of registration: 5 AUGUST 2011 Date of registration; 5 ALIGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. 42{7.1.3/0723 Registration number. 42/7.1.3/0724 Registradion aumber. 42/7.1.3/0725
Name of medicine: CIPLAZAR CO 50/12,5 Name of medicine: CIPLAZAR CO 100/25 Name of medicine: CIPLA-LOSARTAN AND
HYDROCHLOROTHIAZIDE
50/12,5
Dasage form: TABLET Dosage fom: TABLET Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM
50,0 mg 100,0 mg 50,0 mg
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE
12,5 mg 250mg 12,5 mg
Condiions of registration: 1,2,3,4,5.6,7.8 Conditions of registration: 1,2.3, 45 6,7, 8 Conditions of registration: 1,2,3,4,5,6,7.8
Applicant: CIPLAMEDPRO (PTY)LTD Applicant: CIPLA MEDPRO (PTY)LTD Applicant: CIPLA LIFE SCIENCES (PTY)
LTD
Manufacturer: CIPLA LTD, PATALGANGA, Manufacturer: CIPLA LTD, PATALGANGA, Marnufaclurer: CIPLA LTD, PATALGANGA,
RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA,
INDIA INDIA INDIA
EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS
LTD, HINJWAD!, PUNE, INDIA LTD, HINJWADI, PUNE, INDIA LTD, HINJWADI, PUNE, INDIA
Packer: CIPLA LTD, PATALGANGA, Packer: CIPLALTO, PATALGANGA, Packer: CIPLA LTD, PATALGANGA,
RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA,
INDIA INDIA INDIA
EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS
LTD, HINJWADI, PUNE, iNDIA LTD, HINJWADI, PUNE, INDIA LTD, HINJWADI, PUNE, INDIA
Laboratory: FPRC: CIPLA LTD, PATALGANGA, Laboratory: FPRC: CIPLA LTD, PATALGANGA, Laboratory: FPRC CIPLA LTD, PATALGANGA,
RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA,
INDIA INDHA INDIA
EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS
LTD, HINJWADI, PUNE, INDIA LTD, HINJWADI, PUNE, INDIA LTD, HINJWADI, PUNE, INDIA
FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: CIPLA LIFE SCIENCES,
BELLVILLE BELLVILLE ROSENPARK, BELLVILLE
Sheltdife: 24 months {Provisional) Shelf-ife: 24 months (Provisional} Sheitite: 24 months
(Provisional)
Dede of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: § AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number. 42774310726 Registration number: 42/1.2/0789 Registration number. 42/26/0887

Name of medicine: CIPLA-LOSARTAN AND Harne of medicine: STRATTERA 80 mg Name of medicine: EPICORD 50
HYDROCHLOROTHIAZIDE
100/25

Dosage form: TABLET Dosage form; CAPSULES Dosage form: INJECTION

Active ingredients; EACH TABLET CONTAINS. Adiive ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH 1,0 ml SOLUTION
LOSARTAN POTASSIUM ATOMOXETINE 80,0 mg CONTAINS:
100,0 mg EPIRUBICIN
HYDROCHLOROTHIAZIDE HYDROCHLORIDE 2,0 mg
250mg

Conditions of registration: 1,2,3,4,586,7.8 Cenditions of registration: 1,2,3,4,5,6,7 Cenditions of registration: 1,2,3,4,586,7.8

Apphicant; CIPLA LIFE SCIENCES (PTY) Applicant ELI LILLY SA (PTY) LTD Applicant: ACCORD HEALTHCARE
LTD (PTY}LTD

Manufacturer. CIPLA LTD, PATALGANGA, Manufacturer: LILLY Dei CARIBE INC., Manufacturer. INTAS
RAIGAD, MAHARASHTRA, CAROLINA, PUERTO RICO PHARMACEUTICALS,
INDIA MATODA, SANAND,
EMCURE PHARMACEUTICALS AHMEDABAD, INDIA
LTD, HINJWADIL, PUNE, INDIA

Packer CIPLA LTD, PATALGANGA, Pracker: LILLY S.A,, ALCOBENDAS, Patker INTAS
RAIGAD, MAHARASHTRA, MADRID, SPAIN PHARMACEUTICALS,
INDIA MATODA, SANAND,
EMCURE PHARMACEUTICALS AHMEDABAD, INDIA
LTD, HINJWADI, PUNE, INDIA

Laboratory: FPRC: CIPLA LTD, PATALGANGA, Laborgtory: FPRC: LILLY Del CARIBE INC., taborainry: FPRC INTAS
RAIGAD, MAHARASHTRA, CAROLINA, PUERTO RICO PHARMACEUTICALS,
INDIA LILLY S.A., ALCOBENDAS, MATODA, SANAND,
EMCURE PHARMACEUTICALS MADRID, SPAIN AHMEDABAD, INDIA
LTD, HINJWADI, PUNE, INDIA SABS PHARMACEUTICAL CONSULTING CHEMICAL

CHEMISTRY LABORATORY, LABORATORIES,
GROENKLOOF, PRETORIA ATLASVILLE, BOKSBURG
FPRR: CIPLA LIFE SCIENCES, FPRR: ELILILLY SA (PTY) LTD, FPRR: ACCORD HEALTHCARE,

ROSENPARK, BELLVILLE BRYANSTON, SOUTH AFRICA RIVONIA, RSA

Sheltife: 24 months (Provisional) Sheft-fife: 38 months ShedHife: 24 months

{Provisional}
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 421260900 Registration numbet, A277.1.31088 Registration rambsr 4277.1.31089
Name of madicine: ACCORD EPIRUBICIN 50 Mamea of madicine: ZARTAN CQ 5012.5 Name of medicing: ZARTAN CO 10025
Dosage form: INJECTION Dosags form; TABLET Dossga torrm: TABLET
Astive ingredients: EACH 1.0 mt SOLUTION CONTAINS: Aclive ingredients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
EPIRUBICIN HYDROCHLORIDE 20mg LOSARTAN POTASSIUM EQUIVALENT LOSARTAN POTASSILM
TO LOSARTAN 50,0mg EQUIVALENT TO
HYDROCHLOROTHIAZIDE 12,5 my LOSARTAN 100,0 mg
HYDROCHLOROTHIAZIDE 25,0 myg
Conditions of registration: 1,2,3.4548,7.8 Conditions of registration: 1.2.3,4,58.7.8 Conditions of registration: 1,2,3.4,56,7,8
Applicant: ACCORD HEALTHCARE (FTY)LTD Applicant: ‘ PHARMA DYHAMICS (PTY) LTD Applicant: PHARMA DYNAMICS (FTY) LTD
Mamfscturer INTAS PHARMACEUTICALS, MATODA Marafachrer LABORATORIES LICONSA S.A., Manutactirer: LABORATORIES LICONSA S A,
SANAND, AHMEDABAD, INDIA AZUQUECA DE HENARES AZUQUECA DE HENARES
(GUADALAJARA], SPAIN {GUADALAJARA), SPAIN
Packer INTAS PHARMACEUTICALS, MATODA, Packer. LABORATORIES LICONSA 8.4, Parker LABORATORIES LICONSA S.A.,
SANAND, AHMEDABAD, INDIA AZUQUECA DE HENARES AZUQUECA DE HENARES
(QUADALAJARA), SPAIN (GUADALAJARA), SPAIN
DAVPHARM MANHUFACTURING & DIVPHAR M MANUFACTURING &
PACKAGING (PTY) LTD, LONGDALE, PACKAGING (PTY) LTD, LONGDALE,
INDUSTRIA INDUSTRIA
TECHNIKON LABORATORIES (PTYILTD, TECHNIKON LABORATCRIES (PTY)
ROBERTVILLE, FLORIDARSA LTD, ROBERTVILLE, FLORIDA, RSA
PHARMACEUTICAL ENTERPRIBES (PTY) PHARRACEUTICAL ENTERPRISES
LTD, MORNINGSIDE DRIVE, NDABENL, {PTY) LTD, MORNINGSIDE DRIVE,
. PINELANDS NDABENI, PINELANDS
Laboratory: FPRC: INTAS PHARMACEUTICALS, MATCDA, Laborstory: FPRC: LABORATORIES LICONSA 8.4, Labaratory, FPRC LABORATORIES LICONSA 8.4,
BANAND, AHME DABAL, INDIA AZUGUECA DE HENARES AZUQUECA DE HENARES
CONSULTING CHEMICAL {GUADALAJARA), BPAIN {GUADALAJARA), SPAIN
LABDRATORIES, ATLASVILLE, Dft. ECHEVARNE 5.A, BARCELONA DR, ECHEVARNE S5.A, BARCELONA,
BOKSBURG SPAIN SPAIN
IDIFARMS, IDIFARMA,
DESARROLLOFARMACEUTICO S.L.., DESARROLLOFARMACEUTICO 8.L.,
NAVARRA, SPAIN NAVARRA, SPAIN
CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORIES, ATLABVILLE, LABORATORIES, ATLASVILLE,
BOKSBURI BOKSBURG
. FPRR: ACCORD HEALTHCARE, RIVONIA, RSA FPRRA: PHARMA DYRAMICS (PTY) LTD, FPRR: PHARMA DYNAMICS (PTY) LTD,
SILVERWOOD, WESTLAKE, RSA SILVERWOOQD, WESTLAKE, RSA
Shelf-lfe: 24 months {Provisional} Shal-ffe: 24 months (Prondslonaly Sheit-ife; 24 months (Provisional)
Date of registretion; B AUGUST 2011 Dats of registration: 6 AUGUST 2011 Date of registration: § AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. 43/26/0002 Registration number: 43/21.12/0073 Registration number: 43026/0165
MName of medicine: TEVA-FLUDARABINE 25 Mame of meditine: ANASTROZOLE SANDOZ 1 mg Name of medicine: EXIPLAT 50 mg
Dosage torm: CONCENTRATE FOR SOLUTION Dosage form: TABLET Dosage fom: POWDER FOR SOLUTION FOR
FOR INJECTION OR INFUSION INFUSION
Active ingradients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Artive ingredients: EACH VIAL CONTAINS:
FLUDARABINE PHOSPHATE ANASTROZOLE 10mg OXALIPLATIN 50,0 mg
50,0 mg/2 ml
Conditions of registration: 1,244,567 Canditions of registration: 1,2,3,4,56,7. 8 Conditions of registration: 1,234,567
Applicant: TEVA PHARMACEUTICALS (PTY) Applicant: SANDOZ 8A (PTY) LTD Applicant: PHARMAPLAN (PTY) LTD
LTD
Manufacturer: PHARMACHEMIE B.V., HAARLEM, Manutacturer: SALUTAS PHARMA GmbH, Manufactursr: SUN PHARMACEUTICAL
THE NETHERLANDS BARLEBEN, GERMANY INDUSTRIES LTD
DISTRICT PANCHMAHAL,
GUJARAT, iNDIA
Packar: PHARMACHEMIE B.V,, HAARLEM, Packer: SALUTAS PHARMA GmbH, Packer: SUN PHARMACEUTICAL
THE NETHERLANDS BARLEBEN, GERMANY INDUSTRIES LTD DISTRICT
SANDOZ SA (PTY) LTD, SPARTAN, PANCHMAHAL, GUJARAT,
KEMPTON PARK INDIA
Laboratory: FPRC: PHARMACHEMIE B.V,, HAARLEM, Labaratory: FPRC: SALUTAS PHARMA GmbH, Leboratory: FFRC SUN PHARMACEUTICAL
THE NETHERLANDS BARLEBEN, GERMANY INDUSTRIES LTD DISTRICT
CONSULTING CHEMICAL SANDOZ SA (PTY) LTD, SPARTAN, PANCHMAHRAL, GUJARAT,
LABORATORIES (PTY) LTD, KEMPTON PARK INDIA
ATLASVILLE, BOKSBURG SABS PHARMACEUTICAL CONSULTING CHEMICAL
INSTITUTE FOR PHARMACEUTICAL CHEMISTRY LABORATORY, LABORATORIES, ATLASVILLE,
AND CHEMICAL SERVICES, GROENKLOOF, PRETORIA BOKSBURG
SILVERTONDALE, PRETORIA
RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY, NORTH
WEST UNIVERSITY,
POTCHEFSTROOM
SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
FPRR: TEVA PHARMACEUTICALS (PTY) FPRR: SANDOZ SA (PTY) LTD, SPARTAN, FPRR: PHARMAPLAN (PTY) LTD,
LTD, ROODEPOORT, GAUTENG KEMFTON PARK MIDRAND, SOUTH AFRICA
ShetHife: 24 months at 2 -8 °C Shettife: 24 months (Provisional) Sheif-fife: 38 months
Date of registration: 5 AUGUST 2011 Date of regisiration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 43/26/0168 Registration number: 43/11.10/0185 Registration number: 43111.10/0196
Name of medicine: EXIPLAT 100 mg Name of medicine: SALOFALK 500 mg Name of medicine: SALOFALK 1 000 mg
Dosage form: POWDER FOR SOLUTION FOR Dosage form: GRANULES Dosage form: GRANULES
INFUSION
Aclive ingredients: EACH VIAL CONTAINS: Active ingredients: EACH SACHET CONTAINS: Active ingredients: EACH SACHET CONTAINS:
OXALIPLATIN 100,0 mg MESALAZINE 500,0 mg MESALAZINE 10000 mg
Conditions of regisiration; 1,2,3,4,5.6,7 Conditions of registration: 1,2,3,4.56,7.8 Conditions of registration: 1,2,3,4,5678
Applicant; PHARMAPLAN (PTY)LTD Applicant: ORPHAN SA PHARMACEUTICALS Applicant: ORPHAN SA
(PTY)LTD PHARMACEUTICALS (PTY) LTD
Manufacturer; SUN PHARMACEUTICAL Manufacturer: LOSAN PHARMA GmbH, Manufacturer, LOSAN PHARMA GmbH,
INDUSTRIES LTD NEUENBURG, GERMANY NEUENBURG, GERMANY
DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH,
GUJARAT, INDIA BIELEFELD, GERMANY BIELEFELD, GERMANY
Packer. SUN PHARMACEUTICAL Packer: LOSAN PHARMA GmbH, Packer: LOSAN PHARMA GmbH,
INDUSTRIES LTD NEUENBURG, GERMANY NEUENBURG, GERMANY
DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH,
GUJARAT, INDIA BIELEFELD, GERMANY BIELEFELD, GERMANY
DIVPHARM MANUFACTURING & DIVPHARM MANUFACTURING
PACKAGING, LONGDALE, & PACKAGING, LONGDALE,
JOHANNESBURG JOHANNESBURG
Laboratory: FPRC: SUN PHARMACEUTICAL Lahoratory; FPRC: LOSAN PHARMA GmbH, Laboratory: FPRC LOSAN PHARMA GmbH,
INDUSTRIES LTD DISTRICT NEUENBURG, GERMANY NEUENBURG, GERMANY
PANCHMAHAL, GUJARAT, INDIA PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH,
CONSULTING CHEMICAL BIELEFELD, GERMANY BIELEFELD, GERMANY
LABORATORIES, ATLASVILLE, DR FALK PHARMA GmbH, DR FALK PHARMA GmbH,
BOKSBURG FREIBURG, GERMANY FREIBURG, GERMANY
INSTITUTE FOR INSTITUTE FOR
PHARMACEUTICAL SERVICES, PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA SILVERTONDALE, PRETORIA
CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVILLE,
BOKSBURG BOKSBURG
FPRR: PHARMAPLAN (PTY) LTD, FPRR: ORPHAN SA PHARMACEUTICALS FPRR: ORPHAN SA
MIDRAND, SOUTH AFRICA (PTY) LTD, LONEHILL, RSA PHARMACEUTICALS (PTY)
LTD, LONEHILL, RSA
Shetf-life: 36 months ShelfHife: 24 months (Provisional) Shelf-ite: 24 morths (Provisional)
Date of registration: 8§ AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number: 43/2.6.5/0126 Registration number: 43/2.6.5/0327 Registration number. 43/2.6.5/0328

Name of medicine: OLEANZ 2.5 Name of medicine: OLEANZ B Name of medicine: OLEANZ 10

Dosage form: TABLET Dosage form: TABLET Deosage fom: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Adlive ingrediants: EACH TABLET CONTAINS:
OLANZAPINE 2.5mg OLANZAPINE 50mg OLANZAPINE 10.0 mg

Conditions of registration: 1,2,.3.4 56,7, 8 Conditions of registration; 1,2,3,4,586,7,8 Conditions of registration: 112,8,4,56,7,8

Applicant: PHARMAPLAN {PTY) LTD Applicant: PHARMAPLAN (PTY) LTD Applicant: PHARMAP LAN (PTY)LTD

Manuiacturer. SUN PHARMACEUTICAL Manutacturar: SUN PHARMACEUTICAL Manufacturer: SUN PHARMACEUTICAL
INDUSTRIES LTD., DISTRICT INDUSTRIES LTD,, DISTRICT INDUSTRIES LTD.,
PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT, DISTRICT PANCHMAHAL,
INDIA INDIA GUJARAT, INDIA

Packer: SUN PHARMACEUTICAL Packer; SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL
INDUSTRIES LTD., DISTRICT INDUSTRIES LTD., DISTRICT INDUSTRIES LTD.,
PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT, DISTRICT PANCHMAHMAL,
INDIA INDIA GUJARAT, INDIA

Laboratory: FPRC: SUN PHARMACEUTICAL Laboratary: FPRC: SUN PHARMACEUTICAL Laboralory: FPRC SUN PHARMACEUTICAL
INDUSTRIES LTD., DISTRICT INDUSTRIES LTD., DISTRICT INDUSTRIES LTD.,
PANCHMAHAL, GUJARAT, PANCHMAHAL., GUJARAT, DISTRICT PANCHMAHAL,
INDIA INDIA GUJARAT, INDIA
CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL
LABORATORIES LTD, LABORATORIES LTD, LABORATORIES LTD,
ATLASVILLE, BOKSBURG ATLASVILLE, BOKSBURG ATLASVILLE, BOKSBURG

FPRR: PHARMAPLAN (PTY)LTD., FPRR: PHARMAPLAN (PTY) LTD. 16 FPRR: PHARMAPLAN (PTY) LTD.,

MIDRAND ROAD, MIDRAND MIDRAND

Sheit-lite: 24 months (Provisional) Shel-Ife: 24 months (Provisional) Shelfife: 24 months (Provisional)

Dates of ragisteation: 5 AUGUST 2011 Dats of ragistration: 5 AUGUST 2011 Dete of registration:

5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration mumber 437211200385 Registration number; A43/26/0427 Registration number: 43/11,1040442
Name of medicine: FENRYDE 5 Name of medicina: VELCADE i mg Name of medicine: URSOFALK
Dosage form; TABLET Dosage form: POWDER FOR SOLUTION FOR Dosage form: CAPSULE
INJECTION
Aclive ingredients; EACH TABLET CONTAINS: Active ingrediants: EACH VAL CONTAINS: Active ingredients; EACH CAPSULE CONTAINS:
FINASTERIDE 50 mg BORTEZOMIB 1,0mg URSODEOXYCHOLIC ACID
250,0 mg
Conditions of registration: 1,2,3,4, 58,7 Conditions of registration: 1,2.3,4,5,86,7 Conditions of registration: 1,2,3,4,56,7,8
Applicant: BRIMPHARM SA (PTY}LTD Applicant: JANSSEN PHARMACEUTICA (PTY) Applicant: ORPHAN SA
LD PHARMACEUTICALS (PTYILTD
Manufacturer. KERN PHARMA S.1_, BARCELONA, Manufacturer. BEN VENUE LABORATORIES INC., Marufacturer: LOSAN PHARMA GmbH,
SPAIN BEDFORD, OHIO, USA NEUENBURG, GERMANY
ORION CORPORATION ORION KLOCKE PHARMA-SERVICE
PHARMA, TURKL, FINLAND APPENWEIER, GERMANY
Packer. KERN PHARMA S.L., BARCELONA, Packer: BEN VENUE LABORATORIES INC., Packer. LOSAN PHARMA GmbH,
SPAIN BEDFORD, OHIO, USA NEUENBURG, GERMANY
ORION CORPORATION ORION JANSSEN PHARMACEUTICA NV, KLOCKE PHARMA-SERVICE
PHARMA, TURKL, FINLAND BEERSE, BELGIUM APPENWEIER, GERMANY
HAUPT PHARMA MUNSTER GmbH, DIVPHARM MANUFACTURING
MUNSTER, GERMANY & PACKAGING, LONGDALE,
JOHANNESHURG
Laboratory. FPRC: KERN PHARMA S.L., BARCELONA, Laboratory: FPRC; JAMSSEN PHARMACEUTICA NV, Laboratory: FFRC LOSAN PHARMA GmbH,
SPAIN BEERSE, BELGIUM NEUENBURG, GERMANY
ORION CORPORATION ORION KLOCKE PHARMA-SERVICE
PHARMA, TURKL, FINLARD APPENWEIER, GERMANY
CONSULTING CHEMICAL DR FALK PHARMA GmbH,
LABORATORIES (PYY)LTD, FREIBURG, GERMANY
ATLASVILLE, BOKSBURG, RSA INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA
CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG
FPRR: BRIMPHARM SA {FTY) LTD, FPRR: JANSSEN PHARMACEUTICA (PTY) FPRR: ORPHAN SA
ATHLONE, INDUSTRIA, CAPE LTD, WOODMEAD, SOUTH AFRICA PHARMACEUTICALS (PTY)
TOWN LTO, LONEMILL, REA
Shelf-life; 36 months Sheit-life: 24 months Shelf-dife: 24 months {Frovisional)
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 43{7.1.3/0473 Registration number: 43/7.1.3/0474 Registration number: 43/10.2.2/0510
Name of medicine: QUINAPRIL HYDROCHLOROTHIAZIDE Name of medicine: QUINAPRIL HYDROCHLOROTHIAZID) Name of medicine; AMUCO 200 mg
ZYDUS 10/12,5 ZYDUS 20/12,5 EFFERVESCENT
Dosage form: TABLET Dosage form; TABLET Dosage form: TABLET
Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS:
QUINAPRIL 10,0 mg QUINAPRIL 20,0 mg ACETYLCYSTEINE  200,0 mg
HYDROCHLOROTHIAZIDE 12,5 mg HYDROCHLOROTHIAZIDE 12,5 mg
Conditions of registration: 1,2,3,4,5,6,7,8 Canditions of registration: 1,2,3,4,5,6,7.8 Conditions of registration: 1,2,3,4,5,6,7
Applicart: ZYDUS HEALTHCARE SA (PFTY)LTD Applicant: ZYDUS HEALTHCARE SA (PTY) Applicant: CAMOX PHARMACEUTICALS
LTD (PTY)LTD
Manufacturer: ZYDUS CADILA HEALTHCARE LTD, Manufacturer: ZYDUS CADILA HEALTHCARE LTD, Manufacturer: H & E PHARMA SA, BIOGGIOC,
MORAIYA, SANAND, AHMEDABAD, MORAIYA, SANAND, AHMEDABAD, SWITZERLAND
INDIA INDIA
Packer: ZYDUS CADILA HEALTHCARE LTD, Packer: ZYDUS CADILA HEALTHCARE LTD, Packer. H & E PHARMA SA, BIOGGIO,
MORAIYA, SANAND, AHMEDABAD, MORAIYA, SANAND, AHMEDABAD, SWITZERLAND
INDIA iNDIA KLOCKE PHARMA-SERVICE
APPENWEIER, GERMANY
DIVPHARM MANUFACTURING
& PACKAGING, LONGDALE,
JOHANNESBURG
Laboratory; FPRC: ZYDUS CADILA HEALTHCARE LTD, Lahoratory: ZYDUS CADILA HEALTHCARELTD, Laboratory: FPRC H & E PHARMA SA, BIOGGIO,
MORAIYA, SANAND, AHMEDABAD, FPRC: MORAIYA, SANAND, AHMEDABAD, SWITZERLAND
INDIA INDIA SABS PHARMACEUTICAL
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR CHEMISTRY LABORATORY,
INDUSTRIAL PHARMACY, NORTH INDUSTRIAL PHARMACY, NORTH GROENKLOOF, PRETORIA
WEST UNIVERSITY, WEST UNIVERSITY, INSTITUTE FOR
POTCHEFSTROOM POTCHEFSTROOM PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA
FPRR; ZYDUS HEALTHCARE SA, VAN DER FPRR: ZYDUS HEALTHCARE SA, VAN FPRR: CAMOX PHARMACEUTICALS
HOFF PARK, POTCHEFSTROOM DER HOFF PARK, (PTY) LTD, JOHANNESBURG,
POTCHEFSTROOM RSA
Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelfife: 24 months
Date of registration: § AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number. 43/10.2.2/0511 Registration number: 43/10.2.2/0512 Registration number. 43/20.1.1/0612

Name of medicine: CAMOX ACETYLCYSTEINE Name of medicine: APEX ACETYLCYSTEINE Name of medicine: CIPLA AZITHROMYCIN
200 mg 200mg 500 INJ

Dosage form: TABLET Dosage form: TABLET Dosags form: INJECTION

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS:

Canditicns of registration:

Applicant:

Manufacturer:

Packer

Labaratory: FPRC:

Shelf-life:
Date of registration:

ACETYLCYSTEINE 200,0 mg

1,.2,3.4,56,7

CAMOX PHARMACEUTICALS
(PTY)LTD

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

KLOCKE PHARMA-SERVICE
APPENWEIER, GERMANY
DIVPHARM MANUFACTURING
& PACKAGING, LONGDALE,
JOHANNESBURG

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
INSTITUTE FOR
PHARMACEUTICAL SERVICES,
SILVERTONDALE, PRETORIA

GAMOX PHARMACEUTICALS
(PTY) LTD, JOHANNESBURG,
RSA

24 months
5 AUGUST 2011

Conditions of registration:

Applicant:
Manufacturer;

Packer:

Laboratory:
FPRC:

FPRR:

Shelf-ife:
Date of registration:

ACETYLCYSTEINE 200,0 mg

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

CAMOX PHARMACEUTICALS
(PTY) LTD

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

KLOCKE PHARMA-SERVICE
APPENWEIER, GERMANY
DIVPHARM MANUFACTURING
& PACKAGING, LONGDALE,
JOHANNESBURG

H & E PHARMA SA, BIOGGIO,
SWITZERLAND

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA
INSTITUTE FOR
PHARMACEUTICAL
SERVICES, SILVERTONDALE,
PRETORIA

CAMOX PHARMACEUTICALS
(PTY) LTD, JOHANNESBURG,
RSA

24 months
5 AUGUST 2011

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC

FPRR:

Shelfdife:
Date of registration:

Azithromycin dihydrate
equivalent to
Azithromycin 500,0 mg

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

CIPLA LIFE SCIENCES
(PTY)LTD

CIPLA LTD, UNIT IX,
VERNA, GOA

CIPLA LTD, UNIT IX,
VERNA, GOA

CIPLA LTD, UNIT IX,
VERNA, GOA

CIPLA LIFE SCIENCES
(PTY) LTD, ROSENPARK,
BELVILLE, SOUTH AFRICA

24 months (Provisional)
5 AUGUST 2011
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Registration number: 43/20.1.1/0814 Registration number. 43/2,5/0617 Registration number: 43/2.5/0618

Name of medicine: ZITRO 500 INJ Name of medicine: ASPEN GABRAPENTIN 100 mg Name of medicine: ASPEN GABAPENTIN 300 mg

Dosage form: INJECTION Dosage form: CAPSULE Dosage form: CAPSULE

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH CAPSULE CONTAINS:
Azithromycin dihydrate equivalent to GABAPENTIN 100,0 mg GABAPENTIN 300,0 mg
Azithromycin 500,.0 mg

Cenditions of registration: 1,2,3,4,56,7 Conditions of registration: 1,2,3,4,5,6,7 Conditions cf registration; 1,.2,3,4,5,6,7

Applicant: CIPLA LIFE SCIENCES (PTY) LTD Applicant: PHARMACARE LIMITED Applicant: PHARMACARE LIMITED

Manufaciurer: CIPLALTD, UNIT IX, VERNA, GOA Manufaciurer: KERN PHARMA S L., TERRASSA, Manufaciurer: KERN PHARMA S.L.,

BARCELONA, SPAIN TERRASSA, BARCELONA,
SPAIN
Packer: CIPLA LTD, UNIT IX, VERNA, GOA Packer: KERN PHARMA S.L., TERRASSA, Packer: KERN PHARMA S.L.,

Laboratory: FPRC:

FPRR:

Shelfife;
Date of registration:

CIPLALTD, UNIT IX, VERNA, GOA

CIPLA LIFE SCIENCES (PTY) LTD,
ROSENPARK, BELLVILLE, SOUTH
AFRICA

24 months

5 AUGUST 2011

Laboratary: FPRC:

FPRR:

Shelife;
Date of registration:

BARCELONA, SPAIN

MPF B.V. (Manufacluring Packaging
Famaca), RX QUDEHASKE, THE
NETHERLANDS

SOFARIMEX INDUSTRIA QUIMICA

e FARMACEUTICA, Lca, AGUALVA,

CACEM, PORTUGAL

KERN PHARMA S|., TERRASSA,
BARCELONA, SPAIN

RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY, NORTH
WEST UNIVERSITY,
POTCHEFSTROOM

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA

PHARMACARE LIMITED,
WOODMEAD, SANDTON.

36 months
5 AUGUST 2011

Laboratory: FPRC

FPRR:

Shelife:
Date of registration:

TERRASSA, BARCELONA,
SPAIN

MPF B.V. (Manufacturing
Packaging Farmaca), RX
OUDEHASKE, THE
NETHERLANDS
SOFARIMEX INDUSTRIA
QUIMICA e FARMACEUTICA,
Lca, AGUALVA, CACEM,
PORTUGAL

KERN PHARMA S.L.,
TERRASSA, BARCELONA,
SPAIN

RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY,
NORTH WEST UNIVERSITY,
POTCHEF STROOM

SABS PHARMACEUTICAL
CHEMISTRY LABORATORY,
GROENKLOOF, PRETORIA

PHARMACARE LIMITED,
WOGODMEAD, SANDTON.

36 months
5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number; 43/18.3/0872 Registration number: 43/21.12/0733 Registration number. 43124, 12/0734

Name of medicine: BARRS MIST. POT. CIT Name of medicine: LETROZOLE ADCO 2,5 Name of medicine: FEMZOLE 2.8

Dasage form; SOLUTION Dosage fomr: TABLET Dosage fom: TABLET

Active ingrediants: EACH 5,0 ml CONTAINS; Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
Potassium citrate 159 LETROZOLE 2.5mg LETROZOLE 2,5mg

Conditions of registratian;

Applicant:

Manufacturer:
Packer.

Laboratary: FPRC:

FPRR:

Shelf-ife:
Dats of registration:

Citric acid monohydrate 0,25 ¢
1,2,3,4,6,6,7, 8

BARRS PHARMACEUTICAL
INDUSTRIES cc

BARRS PHARMACEUTICAL
INDUSTRIES cc, NDABENI, CAPE
TOWH

BARRS PHARMACEUTICAL
INDUSTRIES cc, NDABENI, CAPE
TOWN

BARRS PHARMACEUTICAL

INDUSTRIES cc, NDABEN!, CAPE
TOWN

BARRS PHARMACEUTICAL
INDUSTRIES cc, NDABENI, CAPE
TOWN

24 montha (Provisional)
5 AUGUST 2011

Conditions of registration:

Applicant:

Manufacturer:

Packer

Laboratary: FPRC:

Shelf-life:
Date of registration:

1,2,3,456. 7,8
ADCOCK INGRAM LIMITED

HAUPT PHARMA MUNSTER GmbH,
MUNSTER, GERMANY

HAUPT PHARMA MUNSTER GmbH,
MUNSTER, GERMANY

HAUPT PHARMA MUNSTER GmiH,
MUNSTER, GERMANY
UMWELTLABOR ACH, MUNSTER,
GERMANY

LABOR L+5 AG, BAD BOCKLET-
GROBENBRACH, GERMANY
ADCOCK INGRAM HEALTHCARE
{(PTY}LTD, WADEVILLE,
GERMISTON

ADCOCKINGRAM LTD,
{RESEARCH AND DEVELOPMENT),
AEROTON, JOHANNESBURG

ADCOCK INGRAM HEALTHOARE
(PTY) LTD, WADEVILLE,
GERMISTON

ADCOCK INGRAM LTD,
(RESEARCH AND DEVELOPMENT),
AEROTON, JOHANNESBURG
ADCOCK INGRAM LTD, ERAND
GARDENS, MIDRAND

24 months (Provisional)
5 AUGUST 2011

Caonditions of registration:

Applicant:

Manufacturer,

Packer.

Laboratory: FPRC

FPRR:

Shelf-life;
Date of registration:

1,2,3,4,5,6.7,8
ADCOCK INGRAM LIMITED

HAUPT PHARMA MUNSTER
GmbH, MUNSTER, GERMANY

HAUPT PHARMA MUNSTER
GmbH, MUNSTER, GERMANY

HAUPT PHARMA MUNSTER
GmbH, MUNSTER, GERMANY
UMWEIL TLABOR ACB,
MUNSTER, GERMANY
LABOR L+5 AG, BAD BOCKLET-
GROBENBRACH, GERMANY
ADCOCK INGRAM
HEALTHCARE (PTY)LTD,
WADEVILLE, GERMISTON
ADCOCK INGRAM LTD,
(RESEARCH AND
DEVELOPMENT), AEROTON,
JOHANNESBURG

ADCOCK INGRAM
HEALTHCARE (PTY}LTD,
WADEVILLE, GERMISTON
ADCOCK INGRAM LTD,
(RESEARCH AND
DEVELOPMENT), AEROTON,
JOHANNESBURG

ADCOCK INGRAM LTD, ERAND
GARDENS, MIDRAND

24 months (Provisional}
§ AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number. 43/20.2.8/0780 Registration number: 43{2.6.5/0796 Registration number. 43/2.8.6/0797
Name of medicine; INTELENCE Name of medicine; SEREZ 25 Name of medicine: SEREZ 100
Dosage form: TABLET Dosage form;: TABLET Dosage form: TABLET
Aclive ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS: Active ingrediants: EACH TABLET CONTAINS:
ETRAVIRINE 100.0 mg QUETIAPINE FUMARATE QUETIAPINE FUMARATE
EQUIVALENT TO QUETIAPINE EQUIVALENT TC
25,0 mg QUETIAPINE 100,0 mg
Conditions of registration: 1,2,3,4,5,6,7,8 Condilions of registration: 1,2,3,4,5,6,7, 8 Conditions of registration: 1,2,3,4.5,6,7. 8
Applicant: JANSSEN PHARMACEUTICA Applicant: LASARA TRADERS (PTY} LTD Applicant: LASARA TRADERS (PTY]
{PTY)LTD LTD
Manufacturer. JANSSEN-CILAG S.P.A, Manufacturer. PHARMASCIENCE INC, Manufacturer: PHARMASCIENCE INC,
LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC,
CANADA CANADA
Packer: JANSSEN-CILAG S.P.A, Packer: PENCOPHARM INC (DIVISION Packer: PENDOPHARM INC
LATINA, ITALY OF PHARMASCIENCE), {DIVISION OF
SPECPHARM HOLDINGS (PTY) MONTREAL, QUEBEC, PHARMASCIENCE),
LTD, HALFWAY HOUSE, CANADA MONTREAL, QUEBEC,
MIDRAND ROPACK INC, MONTREAL, CANADA
CANADA ROPACK INC, MONTREAL,
SPECPHARM HOLDINGS CANADA
{PTY) LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS
MIDRAND {PTY] LTD, HALFWAY
HOUSE, MIDRAND
Laboratary. FPRC: JANSSEN-CILAG S.P.A, Laberatory. FPRC: PHARMASCIENCE INC, Laboratory: FPRC PHARMASCIENCE INC,
LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC,
SPECPHARM HOLDINGS (PTY) CANADA CANADA
LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS SPECPHARM HOLDINGS
MIDRAND {PTY) LTD, HALFWAY HOUSE, (PTY) LTD, HALFWAY
MIDRAND HOUSE, MIDRAND
FPRR: JANSSEN PHARMACEUTICA FPRR: LASARA TRADERS (PTY}LTD, FPRR: LASARA TRADERS (PTY)
{PTY) LTD, WOOOMEAD MORELETA PARK, PRETORIA LTD, MORELETA PARK,
PRETORIA
Sheifife: 24 months (Provisional) Shelf-Hfe: 24 months (Provisional) Shelfife: 24 months (Provisional)
Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Data of registration: 5 AUGUST 2011
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MRF 15 MRF15 MRF 15

Registration number: 43/2.6.5/0798 Registration number: 43/2.6.5/0799 Registration number: 43{2.6.5/0800

Name of medicine: SEREZ 200 Name of medicine: SEREZ 300 Name of medicine: GQUETOSER 25

Daosage form: TABLET Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE
EQUIVALENT TO QUETIAPINE EQUIVALENT TO QUETIAPINE EQUIVALENT TO
200,0 mg 300,0 mg QUETIAPINE 25,0 mg

Condilions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

Sheif-fife:
Dale of registration:

1.2,3,4,5,6,7, 8
LASARA TRADERS (PTY) LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC, CANADA

PENDOPHARM INC (DIVISION
OF PHARMASCIENCE),
MONTREAL, QUEBEC, CANADA
ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS (PTY)
LTD, HALFWAY HOUSE,
MIDRAND

PHARMASCIENCE INC,
MONTREAL, QUEBEC, CANADA
SPECPHARM HOLDINGS (PTY)
LTD, HALFWAY HOUSE,
MIDRAND

LASARA TRADERS (PTY)LTD,
MORELETA PARK, PRETORIA

24 months (Provisional)
5 AUGUST 2011

Conditians of registration:

Applicant:

Manufacturer.

Packer;

Laboratory: FPRC:

FPRR:

Sheifife:
Date of registration:

1,2,3,4,5.6,7,8
LASARA TRADERS (PTY) LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

PENDOPHARM INC (DIVISION
OF PHARMASCIENCE),
MONTREAL, QUEBEC,
CANADA

ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY HOUSE,
MIDRAND

PHARMASCIENGE INC,
MONTREAL, QUEBEC,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY HOUSE,
MIDRAND

LASARA TRADERS (PTY)LTD,
MORELETA PARK, PRETORIA

24 months (Provisional)
5 AUGUST 2011

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC

FPRR:

Shelf-ife:
Date of registration:

1,2,3,4,56,17,8

LASARA TRADERS (PTY)
LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

PENDOPHARM INC
(DIVISION OF
PHARMASCIENCE),
MONTREAL, QUEBEC,
CANADA

ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY
HOUSE, MIDRAND

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY
HOUSE, MIDRAND

LASARA TRADERS (PTY)
LTD, MORELETA PARK,
PRETORIA

24 months (Provisional)
5 AUGUST 2011
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MRF 15

Registration number:
Name of medicine:
Dosage form:

Active ingredients:

Conditians of registraticn:

Applicant:

Manufacturer:

Packer:

Laboratory: FPRC:

FPRR:

ShetiHife:
Date of registration:

43/2.6.5/0801
QUETOSER 100
TABLET

EACH TABLET CONTAINS:
QUETIAPINE FUMARATE
EQUIVALENT TO QUETIAPINE
100,0 mg

1,2,3,4,56,7.8
LASARA TRADERS (PTY) LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

PENDOPHARM INC (DIVISION
OF PHARMASCIENCE),
MONTREAL, QUEBEC, CANADA
ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS (PTY)
LTD, HALFWAY HOUSE,
MIDRAND

PHARMASCIENCE INC,
MONTREAL, QUEBEC, CANADA
SPECPHARM HOLDINGS (PTY?}
LTD, HALFWAY HOUSE,
MIDRAND

LASARA TRADERS (PTY) LTD,
MORELETA PARK, PRETORIA

24 months (Provisional)
5 AUGUST 2011

MRF15 MRF 15

Registration numbar. 43/2.6.5/0802 Registration number: 43/2.6.5/0803

Name of medicine: QUETOSER 200 Name of medicine: QUETOSER 300

Dosage form: TABLET Dosage farm: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
QUETIAPINE FUMARATE QUETIAPINE FUMARATE
EQUIVALENT TO QUETIAPINE EQUIVALENT TO
200,0 mg QUETIAPINE 300,0 mg

Conditions of registraticn:

Applicant:

Manufacturer: -

Packer:

Laboratory:
FPRC:

FPRR:

Shelf-life:
Date of registration::

1,2,3,4,5,6,7, 8
LASARA TRADERS (PTY) LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

PENDOPHARM INC (DIVISION
OF PHARMASCIENCE),
MONTREAL, QUEBEC,
CANADA

ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY HOUSE,
MIDRAND

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY HOUSE,
MIDRAND

LASARA TRADERS (PTY) LTD,
MORELETA PARK, PRETORIA

24 months (Provisional)
5 AUGUST 2011

Conditions of registraticn:

Applicant:

Manufacturer:

Packer:

Laboratory: FFRC

FPRR:

Shelf-ife:
Date of registration:

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

LASARA TRADERS (PTY)
LTD

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

PENDOPHARM INC
(DIVISION OF
PHARMASCIENCE),
MONTREAL, QUEBEC,
CANADA

ROPACK INC, MONTREAL,
CANADA

SPECPHARM HOLDINGS
{PTY) LTD, HALFWAY
HOUSE, MIDRAND

PHARMASCIENCE INC,
MONTREAL, QUEBEC,
CANADA

SPECPHARM HOLDINGS
(PTY) LTD, HALFWAY
HOUSE, MIDRAND

LASARA TRADERS (PTY)
LTD, MORELETA PARK,
PRETORIA

24 monthg (Provisional)
5 AUGUST 2011
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MRF 15 MRF 15 MRF 15

Registration msmber: 434201180841 Registration number: 43/20.1.1/0842 Registrotion numtser: 43/20.2 8847

Name of medicine: MYLAN LEVOFLOXACIN 260 mg Nema of medicine: MYLAN LEVOFLOXACIN 500 mg Name of madicine: INOXOR 30 my/150 mgZ200 mg

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS: Active ingredients; EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS:
LEVOFLOXACIN HEMIHYDRATE LEVOFLOXACIN HEMIHYDRATE LAMIVUDINE 150,0 mg
EQUIVALENT TO LEVOFLOXACIN 280,0 EQUIVALENT TO LEVOFLOXACIN 5000 STAVUDINE 30,0 mg
my mg NEVIRAPINE 2000 mg

Conditiona of registration: 1.2.3, 456,78 Conditions of registration; 1,2,3,4,5678 Conditions of registration: 1,4.3,4,5,67.8

Applicant: XIXIA PHARMACEUTICALS (PTY} LTD Applicart XIXIA PHARMACEUTICALS (PTY) LTD Applicant: AURCBINDO PHARMA (PTY) LTD

Manufacturer: CENPHARM INC, ETOBICUKE, ORTARIC. Manufactirer. GENPHARM INC, ETORICUKE, CRTARIC, Manufacturer: AURCBINDO PHARMA LUMITED, UNIT
CANADA CANADA i QUTHUBULLAPUR, ANDHRA
GERARD LABORATORIES, DUBLIN, GERARD LABORATORIES, DUBLIN, PRADESH, INDIA
IRELAND IRELAND

Packar GENPHARM INC, ETOBICOKE, ONTARIQ, Packer. GENPHARM INC, ETOBICOKE, ONTARIO, Packer: AURQBINDO PHARMA LIMITED, UNIT

Laboratery, FPRC

FPRR:

Sheli-fifa:
Date of registration:

CANADA

GERARD LABORATORIES, DUBLIN,
IRELAND

PHARMA-Q, INDUSTRIA WEST,
JOHANNESBURG

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

GENPHARM INC, ETOBICOKE, ONTARIO,
CANSDA

SERARD LABORATORIES, DUBLIN,
IRELAND

PHARMA-Q, INDUSTRIA WEST,
JOHANNESBURG

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

SABS PHARMACEUTICAL CHEMISTRY
LABORATORY, GROENKLOOF, PRETORIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, NORTH WEST UNIVERSITY,
POTCHEFSTROOM

CONSULTING CHEMICAL
LABORATORIEE, ATLASVILLE,
BOKSBURG

XIXIA PHARMACEUTICALS,
MODDERFONTEIN

24 monthis (Provisional)
§ AUGUST 2011

Laboratory: FPRC:

FPRR:

Dlots of ragistration:

CANADA

GERARD LABORATORIES, DUBLIN,
IRELAND

PHARMA-Q, INDUSTRIA WEBT,
JOHANNESBURG

MERCK PHARMACEUTICAL
MANUFACTURING, WADEWVILLE,
GERMISTON

GENPHARM INC. ETOBICOKE, ONTARIO,
CANADA

GERARD LABORATORIES, DUBLIN,
{RELAND

PHARMA-Q, INDUSTRIA WEST,
JOHANNE 8BURG

MERCK PHARMACEUTICAL
MANUFACTURING, WADEVILLE,
GERMISTON

BAES PHARMACEUTICAL CHEMISTRY
LABORATORY, GROENKLOOF,
PRETORIA

RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMALY, NORTH WEST UNIVERSITY,
POTCHEFSTROOM

CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG

XIXIA PHARMACELTICALS,
MODUERFONTEIN

24 monthe {Provisional)
5 AUGUST 2011

Lahoratory: FPROC

FPRR:

Shelt-ite:
Date of registration:

Tl QUTHUBULLAPUR, ANCIHRA
PRADESH, INDIA

AUROBINDC PHARMA LUMITED, UNIT
it

QUTHUBULLAPUR, ANDHRA
PRADESH, INDIA

KHULULERAN! LABORATORY
SERVICES, COVENTRY PARK,
MIDRAND

AURDBINDO PHARMA (PTY) LTD,
MEYERSDAL, JOHANNESBURG, RSA

24 months (Provisional)
5 AUGUST 2011
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MRF 15 MRF15 MRF 15
Registration number: 44720.1.1/0012 Registration nhumber: 44/30.1/0058 Registration number: 45/20.2.3/0037
Narme of medicine: DYNA CEFPODOXIME 10G mg Name of medicine: ZOSTAVAX Name of medicine; PASER GRANULES
Dosage form: TABLET Dosage form: INJECTION Dosage form: GRANULES
Active ingredisnts; EACH TABLET CONTAINS: Active ingredients: EACH 0,65 ml DOSE CONTAINS: Active ingredients: EACH PACKET CONTAINS:
Cefpodoxime Proxetil equivatent to LIVE ATTENUATED OKA/MERCK AMINOSALICYLIC ACID4,0 g
Cefpodoxime 100,0 mg STRAIN OF VARICELLA-ZOSTER
VIRUS, 19 400,0 PFL
1,2,3,4,5,6,7
Conditions of registration: 1,2,3,4, 56,7 Conditions of registration; 1,2,3,4,5,6,7 Conditions of registration:
Applicant: PHARMA DYNAMICS (PTY)LTD Applicant: MSD. (PTY)LTD Applicant: PHARMAPLAN (PTY)LTD
Manufacturer: LUPIN LIMITED, RAISEN, MADHYA Manufacturer: MERCK & CO., INC, WEST POINT, Manufacturer: JACOBUS PHARMACEUTICAL
PRADESH, INDIA PENNSYLVANIA, USA COMPANY INC., PLAINSBORO,
NJ, USA
THE COATING FLACE, INC.,
VERONA, WISCONSIN, USA
Packer: LUPIN LIMITED, RAISEN, MADHYA Packer: MERCK & CO., INC, WEST POINT, Packer: JACOBUS PHARMACEUTICAL
PRADESH, INDIA PENNSYLVANIA, USA COMPANY INC., PLAINSBORO,
MERCK SHARP & DOHME BLV., NJ, USA
HAARLEM, NETHERLANDS FUTURE PAK LTO., WIXAM,
MICHIGAN, USA
RYT-WAY PACKAGING
COMPANY, LAKEVILLE,
MINNESOTA, USA
Laboratory: FPRC: CONSULTING CHEMICAL Laboratory: FPRC: MERCK & CO. INC, WEST PQINT, Laboratory: FPRC JACOBUS PHARMACEUTICAL
LABORATORIES (PTY} LTD, PENNSYLVANIA, USA COMPANY INC., PLAINSBORO,
ATLASVILLE, BOKSBURG MERCK SHARP & DOHME B.V., NJ, USA
HAARLEM, NETHERLANDS CONSULTING CHEMICAL
LABORATORIES, ATLASVILLE,
BOKSBURG
RESEARCH INSTITUTE FOR
INDUSTRIAL PHARMACY,
NORTH WEST UNIVERSITY,
POTCHEFSTROOM
FPRR: PHARMA DYNAMICS (PTY)LTD, FPRR: MSD (PTY) LTD, HALFWAY HOUSE, FPRR: PHARMAPLAN (PTY)LTD,
WESTLAKE, CAPE TOWN SOUTH AFRICA MIDRAND
Sheli-iife: 24 months Shelf-life: 18 months stored at 2 8°C Shelf-life: 3B manths at2~-8°C
Date of registration: 5 AUGUST 2011 Date of registration: § AUGUST 2011 Date of registration: 5 AUGUST 2011
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