
STAATSKOERANT, 22 SEPTEMBER 2006

GENERAL NOTICE

NOTICE 1321 OF 2006

No.29213 3

MEDICINES C.ONTROL COUNCIL

·CONPmONS OF ~.QISTRATION O,f A~EDIC~ IN TERMS OF THEPROVISIONS OF·SECTION
16(7) OFT~ MEDJCfNiS AND. JleLATED SU.S.STANCES ACT, 1965 (ACT No.•. 101, OF 1966)

1. The apPlicant·shall ensure that.themect.iclne Is,~ufaetured and controlled In t.erms of current
Good.· Manufaoturtng Practices as determIned by Council,

2. The rnan~acture of this. mE!dic(ne is su.bject to ·regular lnvestlgati.Qll and inspections b.y ·the
inspectorsappointed jn1erm$ of Section26.of theAct, to asses.scompt~nce wlth curre1lt~.
Manufacturing Praetlce$. .

·3. The Information In. the package 1nsert shall be updated on a regular· bas.ls· to. conform ta the.
paokage Jnsert r~ntly· approved py Counci1. .

4. The appneant m~t comply with alt the: leg~ reql.lir~ments Qf the .Medj~nes and Related
SUbstancesActt 1965 (Act No. 101 of 19~).

5. The r~l$tratron oftl1is medioine shall besu~leotto regular review ~egardlng its, qlJ8ll.ty,. safety
and effJcac.y.:and th& registration of this m.edlclne may b$ varied subject to. issu~ Council .may
deem fit. .

6. The first two production batches must be fully vaI.1dated in te.nns. of the ·detalled prac8$S
valldatlqn protocql submittedat the time of appH.catian for registration, ,nd tha va.lldation repOrt
m.ust b.e ~,ubm~ within a month aft~r completion of ·the v~lldatian.

7. The reg.lstration dossler Is SUbjectto review at.lntervals· as ctetermjned by Council
8. A post-r~istratjontnspectlQO must be .condud$d In the fU'st production·batch: of the lQCally

manufactured. p~ct
9... APQst-regi$tratloo Inspection must be conducte.d on the first production Qatch ·mant4ac;:turect

byeaCh local f"!1~nldacturer.
1q. Apost-rEtglstration Inspectionmust be conducted on th~ first productjOl,l..b~tch of the lrnporte,d

produqt.
11. Marke.tlng of U'le .product may only commence following a satisf~dOry pQst·rEl9lstra~n

t~ection report.
1~. One- sample. of ev~ry. batch, together w.ith four cop.Ias of the protOCQl for· t~ng of the p.ulklot

an.d {""nglot, and $ix copies. of th.e c;ertificate .of f$Jease issued. by a oomp.etentauthority in th~

country in \¥,hich. the prQdu,ct was ~nufa~red~ mU$t be· subm.itted· tp the. Counoil for lot
fSlease pUI'pQS9$. .

13. The exphy date allocated shall be modlfled by adding a, statement 10at the vir~ stcajns are
currently· recQlllmended. for South African usage In. the sPElCif:ic year. .

14. The strains of\he master~ed viruses n:t.l,Ist be apPf:9v~ by the Qeparlment of Healthfor eaen
year.



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: Gil 0.1/0640

Name of medicine: DIMETAPP COUGH EXPECTORANT

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIFENESIN 100,0 mg

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

Applicant: WYETH SOUTH AFRICA (PTY) LTD

Manufacturer: WHITEHALL-ROBINS, RICHMOND, VIRGINIA,
USA

Packer: WHITEHALL-ROBINS, RICHMOND, VIRGINIA,
USA

Laboratory:FPRC: WHITEHALL-ROBINS, RICHMOND, VIRGINIA,
USA
ASPEN PHARMACARE, WILSONIA,
EAST LONDON, RSA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA

FPRR: WYETH S.A., MIDRAND, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006

No. 29213 5
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/30.1/0047

Name of medicine: aKAvAX

Dosage form: INJECTION

Active ingredients: EACH 0,5 ml DOSE CONTAINS:
ATTENUATED LIVE VARICELLA-ZOSTER
VIRUS (aKA STRAIN) 1 000,0 PFU

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

Applicant: AVENTIS PHARMA (PTY) LTD

Manufacturer: KAN-ONJI INSTITUTE, KAN-ONJI CITY,
KAGAWA, JAPAN

Packer: KAN-ONJI INSTITUTE, KAN-ONJI CITY,
KAGAWA, JAPAN

Laboratory:FPRC: KAN-ONJI INSTITUTE, KAN-ONJI CITY,
KAGAWA, JAPAN

FPRRlFPRC: AVENTIS PHARMA, WALTLOO, PRETORIA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

Registration number: 37/34/0140

No. 29213 7

Name of medicine: AIR PRODUCTS MEDICAL OXYGEN (GASEOUS)

Dosage fonn: GAS

Active ingredients: EACH CYLINDER CONTAINS:
OXYGEN 99,5 % v/v

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

Applicant: AIR PRODUCTS SOUTH AFRICA (PTY) LTD

Manufacturer: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK

Packer: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK

Laboratory:FPRC/FPRR: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK

Shelf-life: 36 months

Date of registration: 7 JULY 2006
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/34/0141

Name of medicine: AIR PRODUCTS MEDICAL OXYGEN (LIQUID)

Dosage form: LIQUID

Active ingredients: EACH CYLINDER CONTAINS:
OXYGEN 99,5 % v/v

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

Applicant: AIR PRODUCTS SOUTH AFRICA (PTY) LTD

Manufacturer: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK
AIR PRODUCTS S.A., VANDERBIJLPARK, RSA
AIR PRODUCTS S.A., ISCOR WORKS,
NEW CASTLE, RSA
AIR PRODUCTS S.A., STIKLAND TRIANGLE,
BELLVILLE

Packer: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK
AIR PRODUCTS S.A., VANDERBIJLPARK, RSA
AIR PRODUCTS S.A., ISCOR WORKS,
NEW CASTLE, RSA
AIR PRODUCTS S.A., STIKLAND TRIANGLE,
BELLVILLE

Laboratory:FPRC: AIR PRODUCTS S.A., VANDERBIJLPARK, RSA
AIR PRODUCTS S.A., ISCOR WORKS,
NEW CASTLE, RSA
AIR PRODUCTS S.A., STIKLAND TRIANGLE,
BELLVILLE

FPRCIFPRR: AIR PRODUCTS S.A., SPARTAN, KEMPTON PARK

Shelf-life: 36 months

Date of registration: 7 JULY 2006
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MRF 15

Registration number: 3712.6.5/0319

Name of medicine: RISPERDAL QUICKLET 0,5 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
RISPERIDONE 0,5 mg

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

No.29213 9

Manufacturer: JANSSEN ORTHO LLC, GURABO, PUERTO RICO

Packer: JANSSEN ORTHO LLC, GURABO, PUERTO RICO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: JANSSEN ORTHO LLC, GURABO, PUERTO RICO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA N.V., BEERSE,
BELGIUM

FPRC/FPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/2.6.5/0320

Name of medicine: RISPERDAL QUICKLET 1 mg

Dosage form: TABLET

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

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer: JANSSEN ORTHO LLC, GURABO, PUERTO RICO

Packer: JANSSEN ORTHO LLC, GURABO, PUERTO RICO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: JANSSEN ORTHO LLC, GURABO, PUERTO RICO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA N.V., BEERSE,
BELGIUM

FPRCIFPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

Registration number: 37/2.6.5/0321

Name of medicine: RISPERDAL QUICKLET 2 mg

Dosage form: TABLET

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

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

No.29213 11

Manufacturer: JANSSEN ORTHO LLC, GURABO, PUERTO RlCO

Packer: JANSSEN ORTHO LLC, GURABO, PUERTO RlCO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: JANSSEN ORTHO LLC, GURABO, PUERTO RlCO
JANSSEN-CILAG FARMACEUTICA Lda, BACARENA,
PORTUGAL
JANSSEN PHARMACEUTICA N.V., BEERSE,
BELGIUM

FPRC/FPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/20.1.1/0382

Name of medicine: GENERIX-CEFAZOLIN 0,5 g INJECTION

Dosage fonn: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFAZOLIN SODIUM EQUIVALENT TO
CEFAZOLIN 500,0 mg

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

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

Manufacturer: HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLE'S REPUBLIC OF CHINA

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

Laboratory:FPRC: HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLE'S REPUBLIC OF CHINA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG

FPRR: GENERIX INTERNATIONAL S.A., ATHLONE,
CAPETOWN

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

Registration number: 37/20.1.1/0383

Name of medicine: GENERIX-CEFAZOLIN 1,0 g INJECTION

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFAZOLIN SODIUM EQUIVALENT TO
CEFAZOLIN 1,0 g

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

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

No.29213 13

Manufacturer: HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLE'S REPUBLIC OF CHINA

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

Laboratory:FPRC: HARBIN GENERAL PHARMACEUTICAL FACTORY,
HARBIN, PEOPLE'S REPUBLIC OF CHINA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG

FPRR: GENERIX INTERNATIONAL S.A., ATHLONE,
CAPETOWN

Shelf-life: 24 months

Date of registration: 7 JULY 2006

G06-068893-B
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

37/2.5/0482

PARTID-200

TABLET

EACH TABLET CONTAINS:
CARBAMAZEPINE 200,0 mg

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

Applicant: MDI CC

Manufacturer: EMCURE PHARMACEUTICALS LTD, HINJWADI,
PUNE, INDIA

Packer: EMCURE PHARMACEUTICALS LTD, HINJWADI,
PUNE, INDIA

Laboratory:FPRC: EMCURE PHARMACEUTICALS LTD, HINJWADI,
PUNE, INDIA
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: MDI CC, MENLO PARK, PRETORIA, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



MRF 15 (MBR 15)

Registration number:

Name of medicine:

Dosage form:

STAATSKOERANT. 22 SEPTEMBER 2006

37/25.2/0505

OLICLINOMEL N4-550

INFUSION

NO.29213 15

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

b) 20 % GLUCOSE SOLUTION compartment

c) 10 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD

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

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

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

FPRC/FPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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ADDENDUM

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

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

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-Iysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L-tryptophan
L-tyrosine
L-valine

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

b) 20 % GLUCOSE SOLUTION compartment
containing per 1,0 litre:

Glucose monohydrate equivalent to
Glucose 200,00 g

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

Refined soya-bean oil +
Refined olive oil 100,00 g
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MRF ]5 (MBR ]5)

No.29213 17

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

37/25.2/0506

OLICLINOMEL N6-900

INFUSION

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

b) 30 % GLUCOSE SOLUTION compartment

c) 20 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD

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

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

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

FPRC/FPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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ADDENDUM

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

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-Iysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L-tryptophan
L-tyrosine
L-valine

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

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

Glucose monohydrate equivalent to
Glucose 300,00 g

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

Refined soya-bean oil +
Refined olive oil 200,00 g
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MRF 15 (MBR 15)

No. 29213 19

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

37/25.2/0507

OLICLINOMEL N7-1000

INFUSION

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

b) 40 % GLUCOSE SOLUTION compartment

c) 20 % LIPID EMULSION compartment

SEE ADDENDUM

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD

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

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

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

FPRC/FPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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ADDENDUM

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

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

L-alanine
L-arginine
Glycine
L-histidine
L-isoleucine
L-Ieucine
L-1ysine
L-methionine
L-phenylalanine
L-proline
L-serine
L-threonine
L-tryptophan
L-tyrosine
L-valine

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

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

Glucose monohydrate equivalent to
Glucose 400,00 g

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

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



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 37/21.10/0560

Name of medicine: LUVERIS 75 I.U.

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
RECOMBINANT HUMAN LUTEINISING
HORMONE 75,0 I.U.

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

Applicant: SERONO S.A. (PTY) LTD

Manufacturer: LABORATOIRES SERONO S.A., AUBONNE,
SWITZERLAND

Packer: LABORATOIRES SERONO S.A., AUBONNE,
SWITZERLAND

Laboratory:FPRC: LABORATOIRES SERONO S.A., AUBONNE,
SWITZERLAND
RBM, COLLERETO GIACOSA, ITALY

FPRR: SERONO S.A., FOURWAYS, JOHANNESBURG

Shelf-life: 24 months

Date of registration: 7 JULY 2006

No.29213 21
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/20.1.1/0624

Name of medicine: BMS-CEFEPIME 500 mg

Dosage fonn: INJECTION

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

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD

Manufacturer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Packer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Laboratory:FPRC: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

Registration number: 37/20.1.1/0625

Name of medicine: BMS-CEFEPIME I g

Dosage form: INJECTION

No.29213 23

Active ingredients: EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE EQUIVALENT TO
CEFEPIME 1,0 g

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD

Manufacturer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Packer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Laboratory:FPRC: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/20.1.1/0626

Name of medicine: BMS-CEFEPIME 2 g

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
CEFEPIME HYDROCHLORIDE EQUIVALENT TO
CEFEPIME 2,0 g

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD

Manufacturer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Packer: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY

Laboratory:FPRC: BRISTOL-MYERS SQUIBB S.p.A., SERMONETA,
LATINA, ITALY
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 37/34/0643

Name ofm.edicine: NICORETTE MICROTAB 2 mg

Dosage form: TABLET

No.29213 25

Active ingredients: EACH TABLET CONTAINS:
NICOTINE !3-CYCLODEXTRIN EQUIVALENT TO
NICOTINE 2,0 mg

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

Applicant: WARNER-LAMBERT SOUTH AFRICA (PTY) LTD

Manufacturer: PFIZER HEALTH AB, HELSINGBORG, SWEDEN

Packer: PFIZER HEALTH AB, HELSINGBORG, SWEDEN

Laboratory:FPRC: PFIZER HEALTH AB, HELSINGBORG, SWEDEN
KHULULEKANI LABORATORY SERVICES,
MIDRAND, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA

FPRR: WARNER-LAMBERT S.A., TOKAI, CAPE TOWN, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006
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MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 37/20.1.2/0674

Name ofmedicine: CLAVICIN

Dosage form: INJECTION

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

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

Applicant: STRIDES SA PHARMACEUTICALS (PTY) LTD

Manufacturer: STRIDES ARCOLAB LTD, BANGALORE, INDIA

Packer: STRIDES ARCOLAB LTD, BANGALORE, INDIA

Laboratory:FPRC: STRIDES ARCOLAB LTD, BANGALORE, INDIA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG,RSA
NOVARTIS, SPARTAN, KEMPTON PARK, RSA

FPRR: STRIDES S.A., ARCADIA, PRETORIA, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 38/34/0085

Name of medicine: MAXIDRONATE 90 mg/l0 ml

Dosage form: INFUSION

No.29213 27

Active ingredients: EACH 10,0 ml SOLUTION CONTAINS:
MONOSODIUM PAMIDRONATE MONOHYDRATE
EQUIVALENT TO DISODIUM PAMIDRONATE
ANHYDRATE 90,0 mg

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

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

Manufacturer: PHARMA-SKAN, SKANDERBORG, DENMARK

Packer: PHARMA-SKAN, SKANDERBORG, DENMARK
GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBUGR, RSA

Laboratory:FPRC: PHARMA-SKAN, SKANDERBORG, DENMARK
GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



28 No. 29213 GOVERNMENT GAZETTE, 22 SEPTEMBER 2006 

MRF 15 

Registration number:   149 

Name of medicine: CEFIXAL    

Dosage form: POWDER 

Active ingredients: EACH   SUSPENSION CONTAINS: 
CEFIXIME TRIHYDRATE EQUIVALENT TO 
CEFIXIME  mg 

Conditions of registration: 1 , 2,  6, 7 

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

Manu fact urer : CIMEX AG, LIESBERG, SWITZERLAND 

Packer: CIMEX AG, LIESBERG, SWITZERLAND 
DIVPHARM MANUFACTURING  PACKAGING, 
LONGDALE, JOHANNESBURG, RSA 

Laboratory  CIMEX AG, LIESBERG, SWITZERLAND 
SALUTAS PHARMA  BARLEBEN, GERMANY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, TERENURE, KEMPTON PARK, RSA 

FPRR: HEXAL  WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 7 JULY 2006 



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 38/20.1.1/0150

Name of medicine: CEFIXAL 200 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CEFIXIME TRIHYDRATE EQUIVALENT TO
CEFIXIME 200,0 mg

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

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

Manufacturer: CIMEX AG, LIESBERG, SWITZERLAND

No.29213 29

Packer: CIMEX AG, LIESBERG, SWITZERLAND
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory:FPRC: CIMEX AG, LIESBERG, SWITZERLAND
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006

G06-068893-e



30 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 38/34/0158

Name of medicine: MAXIDRONATE 15 mg/5 ml

Dosage fonn: INFUSION

Active ingredients: EACH 5,0 ml SOLUTION CONTAINS:
MONOSODIUM PAMIDRONATE MONOHYDRATE
EQUIVALENT TO DISODIUM PAMIDRONATE
ANHYDRATE 15,0 mg

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

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

Manufacturer: PHARMA-SKAN, SKANDERBORG, DENMARK

Packer: PHARMA-SKAN, SKANDERBORG, DENMARK
GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBUGR, RSA

Laboratory:FPRC: PHARMA-SKAN, SKANDERBORG, DENMARK
GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 38/34/0159

Name of medicine: MAXIDRONATE 60 mgll0 ml

Dosage fonn: INFUSION

No.29213 31

Active ingredients: EACH 10,0 ml SOLUTION CONTAINS:
MONOSODIUM PAMIDRONATE MONOHYDRATE
EQUIVALENT TO DISODIUM PAMIDRONATE
ANHYDRATE 60,0 mg

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

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

Manufacturer: PHARMA-SKAN, SKANDERBORG, DENMARK

Packer: PHARMA-SKAN, SKANDERBORG, DENMARK
'GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBUGR, RSA

Laboratory:FPRC: PHARMA-SKAN, SKANDERBORG, DENMARK
GEA FARMACEUTISK FABRIK, HVIDOVRE,
DENMARK
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



32 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 38/20.1.1/0163

Name of medicine: RAN-CLARITHROMYCIN SUSPENSION 250 mg/5 ml

Dosage form: SUSPENSION

Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:
CLARITHROMYCIN 250,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

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

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF )5

Registration number: 38/20.) .] /0) 76

NO.29213 33

Name of medicine: RAN-CLARlTHROMYCIN SUSPENSION 125 mg/5 ml

Dosage form: SUSPENSION

Active ingredients: EACH 5,0 ml SUSPENSION CONTAINS:
CLARlTHROMYCIN 125,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

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

Shelf-life: 24 months

Date of registration: 7 JULY 2006



34 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 38/15.2/0203

Name of medicine: ALREX

Dosage form: SUSPENSION

Active ingredients: EACH 1,0 m1 SUSPENSION CONTAINS:
LOTEPREDNOL ETABONATE 2,0 mg

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

Applicant: SOFLENS (PTY) LTD

Manufacturer: BAUSCH & LOMB INC, TAMPA, FLORIDA, USA

Packer: BAUSCH & LOMB INC, TAMPA, FLORIDA, USA
COLUMBIA PHARMACEUTICALS, BARDENE,
BOKSBURG

Laboratory:FPRC: BAUSCH & LOMB INC, TAMPA, FLORIDA, USA
CONSULTING CHEMICAL LABORATORIES,
STARSTREET,BOKSBURG,RSA

FPRR: SOFLENS, RIVONIA, SANDTON, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 38/21.2/0224

Name of medicine: GLUCTAM MR 30 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
GLICLAZIDE 30,0 mg

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

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

No.29213 35

Manufacturer: LES LABORATOlRES SERVIER INDUSTRIE,
GIDY, FRANCE
SERVIER (IRELAND) INDUSTRIES, WICKLOW,
IRELAND

Packer: LES LABORATOlRES SERVIER INDUSTRIE,
GIDY, FRANCE
SERVIER (IRELAND) INDUSTRIES, WICKLOW,
IRELAND
TECHNIKON LABORATORIES, ROBERTVILLE,
FLORIDA, RSA

Laboratory:FPRC: LES LABORATOlRES SERVIER INDUSTRIE,
GIDY, FRANCE
SERVIER (IRELAND) INDUSTRIES, WICKLOW,
IRELAND
INSPECTORATE M&L, ORMONDE,
JOHANNESBURG, RSA

FPRR: EGIS PHARMACEUTICALS, RIVONIA, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



36 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: 38/5.110278

Name of medicine: EPIPEN JUNIOR AUTO-INJECTOR

Dosage form: AUTO-INJECTOR

Active ingredients: EACH 0,3 ml SOLUTION CONTAINS:
ADRENALINE 0,15 mg

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

Applicant: MERCK (PTY) LTD

Manufacturer: MERIDIAN MEDICAL TECHNOLOGIES,
ST LOUIS, MO, USA

Packer: MERIDIAN MEDICAL TECHNOLOGIES,
ST LOUIS, MO, USA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG
MERCK PHARMACEUTICALS
MANUFACTURING, WADEVILLE, GERMISTON

Laboratory:FPRC: MERIDIAN MEDICAL TECHNOLOGIES,
ST LOUIS, MO, USA
SCIENTIFIC ASSOCIATES, ST LOUIS, MISSOURI,
USA
SKYLAND SCIENTIFIC SERVICES, BELGRADE,
MONTANA, USA
O'NEAL SCIENTIFIC SERVICES, ST LOUIS,
MISSOURI, USA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
MERCK PHARMACEUTICALS
MANUFACTURING, WADEVILLE, GERMISTON

FPRR: MERCK, MODDERFONTEIN, RSA

Shelf-life: 20 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: 38/20.2.2/0304

Name of medicine: CLODERMA TOPICAL CREAM

Dosage fonn: CREAM

Active ingredients: EACH 1,0 g CREAM CONTAINS:
CLOTRIMAZOLE 10,0 mg

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

Applicant: MDI CC

No.29213 37

Manufacturer: PHARMANOVA (PVT) LTD, HARARE, ZIMBABWE

Packer: PHARMANOVA (pVn LTD, HARARE, ZIMBABWE

Laboratory:FPRC: PHARMANOVA (PVT) LTD, HARARE, ZIMBABWE
FPRR: MDI CC, MENLO PARK, PRETORIA, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



38 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:FPRC:
FPRR:

Shelf-life:

Date of registration:

38/20.2.2/0305

CLOFEM VAGINAL CREAM

CREAM

EACH 1,0 g CREAM CONTAINS:
CLOTRIMAZOLE 10,0 mg

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

MDICC

PHARMANOVA (PVn LTD, HARARE, ZIMBABWE

PHARMANOVA (PVT) LTD, HARARE, ZIMBABWE

PHARMANOVA (PVT) LTD, HARARE, ZIMBABWE
MDI CC, MENLO PARK, PRETORIA, RSA

24 months

7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/1 O. 1/0358

Name of medicine: FLUTEX COUGH MIXTURE HONEY

Dosage fonn: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KaRSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KaRSTEN,
PORT ELIZABETH

No.29213 39

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

FPRC/FPRR: PHARMACARE LIMITED, KaRSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



40 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/1 0.1/0359

Name ofmedicine: FLUTEX COUGH MIXTURE ORANGE

Dosage fonn: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/10.1I0360

No.29213 41

Name of medicine: FLUTEX COUGH MIXTURE BLACKCURRANT

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAlNS:
GUAIPHENESlN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Laboratory:FPRC: SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH lNSTITUTE FOR lNDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



42 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/10.1I0361

Name of medicine: LENNON COUGH MIXTURE HONEY

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/lO.l/0362

Name of medicine: LENNON COUGH MIXTURE ORANGE

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

No.29213 43

Laboratory:FPRC: SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORlA, RSA
RESEARCH INSTITUTE FOR INDUSTRlAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

   

       

   

       
   

         

   

    
  

    
  

      
   

    
   

    
  

   

      

                 

44 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/IO.l/0363

Name of medicine: LENNON COUGH MIXTURE BLACKCURRANT

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



   

       

  

  

   

  

  

   

 

 

 

  

 

   

   

 

     
   

  

   
  

   
  

     
   

    
   

   
  

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/l 0.1/0364

Name of medicine: MUCOSPECT EXPECTORANT HONEY

Dosage form: SYRUP

Active ingredients: EACH 5,0 m1 SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

No.29213 45

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006

G06-068893-D



        

  

   

      

   

       
   

      

   

    
  

    
  

      
  

    
   

    
  

   

      

                 

46 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/10.1/0365

Name of medicine: MUCOSPECT EXPECTORANT ORANGE

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

    

      

   

       
   

      

   

    
  

    
  

      
   

    
   

    
  

   

      

                 

STAATSKOERANT. 22 SEPTEMBER 2006

MRF 15

Registration number: A38/10.1/0366

No.29213 47

Name of medicine: MUCOSPECT EXPECTORANT BLACKCURRANT

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

    

       

   

       
   

     

   

    
  

    
  

      
   

    
   

    
  

    

      

                 

48 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/l 0.1 /0367

Name of medicine: WOODWARDS COUGH MIXTURE HONEY

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

     

       

   

       
   

      

   

    
  

 

   

 

   
  

     
   

    
   

   
  

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A3811 0.1/0368

Name of medicine: WOODWARDS COUGH MIXTURE ORANGE

Dosage form: SYRUP

Active ingredients: EACH 5,0 ml SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

No.29213 49

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

FPRCIFPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

   

       

   

       
   

      

   

    
  

    
  

       
   

    
   

    
  

    

      

                 

50 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/l0.1I0369

Name of medicine: WOODWARDS COUGH MIXTURE BLACKCURRANT

Dosage fonn: SYRUP

Active ingredients: EACH 5,0 mi SYRUP CONTAINS:
GUAIPHENESIN 100,0 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

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

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

   

     

   

     
    
   

    
   

      

     

      

      

 

 

   

      
    

  
    

   
    
  
    

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/20.1.2/0385

Name of medicine: AMPOXIN 250

Dosage form: INJECTION

Active ingredients: EACH VIAL CONTAINS:
AMPICILLIN SODIUM EQUIVALENT TO
AMPICILLIN 125,0 mg
CLOXACILLIN SODIUM EQUIVALENT TO
CLOXACILLIN 125,0 mg

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

Applicant: UNICHEM SA (PTY) LTD

No.29213 51

Manufacturer: UNICHEM LABORATORIES LTD, SOLAN, INDIA

Packer: UNICHEM LABORATORIES LTD, SOLAN, INDIA

Laboratory:FPRC: UNICHEM LABORATORIES LTD, SOLAN, INDIA
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG

FPRR: UNICHEM, NOORDBRUG, POTCHEFSTROOM, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

     

   

     
    
   

    
   

     

     

      

      

      
    

  
    

   
    
  

     

   

      

                 

52 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/20.I.2/0386

Name of medicine: AMPOXIN 500

Dosage form: INJECTION

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

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

Applicant: UNICHEM SA (PTY) LTD

Manufacturer: UNICHEM LASORATORIES LTD, SOLAN, INDIA

Packer: UNICHEM LASORATORIES LTD, SOLAN, INDIA

Laboratory:FPRC: UNICHEM LASORATORIES LTD, SOLAN, INDIA
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM
CONSULTING CHEMICAL LASORATORIES, STAR
STREET,BOKSBURG,RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSSURG

FPRR: UNICHEM, NOORDBRUG, POTCHEFSTROOM, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

   

     

   

     
    
   

    
   

      

     

      

      

       
    

   
    

   
    
  
     

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF ]5

Registration number: A38/20. ] .2/0388

Name of medicine: AMPOXIN ]000

Dosage fonn: INJECTION

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

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

Applicant: UNICHEM SA (PTY) LTD

No.29213 53

Manufacturer: UNICHEM LABORATORIES LTD, SOLAN, INDIA

Packer: UNICHEM LABORATORIES LTD, SOLAN, INDIA

Laboratory:FPRC: UNICHEM LABORATORIES LTD, SOLAN, INDIA
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
BARDENE,BOKSBURG

FPRR: UNICHEM, NOORDBRUG, POTCHEFSTROOM, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



 

        

  

  

   

  

  

   

 

 

 

  

 

 

   

 

 

   
    

    
    

   

    
    

      
 

    
  

    
 

    
   
    

  
    
  

   

   

                 

54 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A38/11.5/0389

PICOPREP

POWDER

EACH SACHET CONTAINS:
SODIUM PICOSULPHATE
MAGNESIUM OXIDE
CITRIC ACID

10,0 mg
3,0 g

12,0 g

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

Applicant: BETA PHARMACEUTICALS cc

Manufacturer: DFC THOMPSON AUSTRALIA THORNLEIGH,
NEW SOUTH WALES, AUSTRALIA

Packer: A.C.E. PACKWELL, BELROSE, NEW SOUTH WALES,
AUSTRALIA
BETA PHARMACEUTICALS, KINI BAY,
PORT ELIZABETH

Laboratory:FPRC: AMDEL LABORATORIES, ASQUITH, SYDNEY,
AUSTRALIA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG

FPRR: BETA PHARMACEUTICALS, KINI BAY,
PORT ELIZABETH

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



  

        

  

  

   

  

  

   

 

 

 

  

 

 

   

  

 

   
    

    

     

     

     
   

  
     

   
   

  

   

                 

MRF 15

Registration number:

Name of medicine:

Dosage form:

STAATSKOERANT, 22 SEPTEMBER 2006

A38/5.7.1/0400

FEXADIN 120

TABLET

No.29213 55

Active ingredients: EACH TABLET CONTAINS:
FEXOFENADINE HYDROCHLORIDE 120,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

FPRR: RANBAXY, CENTURION, RSA

Shelf-life: 24 months

Date ofregistration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

   

 

 

   

  

 

   
    

    

     

     

     
   

  
     

   
   

  

   

                 

56 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration nwnber:

Name of medicine:

Dosage form:

Active ingredients:

A38/5.7.l/0401

FEXADIN 180

TABLET

EACH TABLET CONTAINS:
FEXOFENADINE HYDROCHLORIDE 180,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

FPRR: RANBAXY, CENTURION, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

  

   

  

  

   

 

 

 

  

 

 

   

  

 

   
    

    

     

     

     
   

  
     

   
   

  

   

                 

MRF 15

Registration number:

Name of medicine:

Dosage form:

STAATSKOERANT, 22 SEPTEMBER 2006

A38/5.7.1 /0407

FENOFEX 120

TABLET

No.29213 57

Active ingredients: EACH TABLET CONTAINS:
FEXOFENADINE HYDROCHLORIDE 120,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

FPRR: RANBAXY, CENTURION, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

   

     

   

     
    

       

     

      

      

      
   

  
     

   
    

   

      

                 

58 No. 29213

MRF15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A38/5.7.1/0408

FENOFEX 180

TABLET

EACH TABLET CONTAINS:
FEXOFENADINE HYDROCHLORIDE 180,0 mg

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

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

Manufacturer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

Packer: RANBAXY LABORATORIES LTD, DEWAS, INDIA

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

FPRR: RANBAXY, CENTURION, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

    

    

   

     
 

     

     

      

      

       
     

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 59

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A38/12/0425

NUBEND-400

TABLET

EACH TABLET CONTAINS:
ALBENDAZOLE 400,0 mg

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA

Packer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA

Laboratory:FPRC: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA
FPRC/FPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

     

    

   

     
   

        

     

      

      

       
     

   

      

                 

60 No.29213

MRF 15

GOVERNMENT GAZETTE. 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage fonn:

Active ingredients:

A38/12/0426

WORMADOLE

TABLET

EACH TABLET CONTAINS:
ALBENDAZOLE 400,0 mg

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA

Packer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA

Laboratory:FPRC: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA
FPRC/FPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

 

 

   

 

 

     
    

      

    
  

    
  

    
  
    

  
    

  
     

 

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 61

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A38/8.4/0439

GELPLEX

INFUSION

EACH 100,0 ml SOLUTION CONTAINS:
SUCCINYLATED GELATIN 4,0 g

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD

Manufacturer: IVEX PHARMACEUTICALS LTD, LARNE,
NORTHERN IRELAND

Packer: IVEX PHARMACEUTICALS LTD, LARNE,
NORTHERN IRELAND

Laboratory:FPRC: IVEX PHARMACEUTICALS LTD, LARNE,
NORTHERN IRELAND
BODYCOTE MATERIALS TESTING LTD,
MIDLOTHIAN, SCOTLAND
BIOLOGICAL LABORATORIES LTD, COUNTY
MAYO, IRELAND

FPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON,
JOHANNESBURG

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

   

 

 

   

   

 

   
    
   

     

     
    

     
    

    
   

     
    

    
   

    
    

  

   

                 

62 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/7.3/0507

Name of medicine: MIGREX 50 TABLETS

Dosage form: TABLET

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

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

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

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY

Packer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 36 months

Date of registration: 7 JULY 2006



        

  

   

  

  

   

 

 

 

  

  

 

   

   

 

   
    
   

     

     
    

     
    

    
   

     
    

    
   

    
    

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/7.3/0508

Name of medicine: MIGREX 100 TABLETS

Dosage fonn: TABLET

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

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

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

No.29213 63

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY

Packer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
HEXAL AG, HOLZKIRCHEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 36 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

  

 

   

  

 

   
    

    

     
 

     
 

     
 

    

     
 

    

  

   

                 

64 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/3.2/0562

Name of medicine: BONDRONAT 50

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
IBANDRONIC ACID 50,0 mg

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

Applicant: ROCHE PRODUCTS (PTY) LTD

Manufacturer: F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

Packer: F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND
F. HOFFMANN-LA ROCHE LTD, KAISERAUGST,
SWITZERLAND
ROCHE PRODUCTS, ISANDO, RSA

Laboratory:FPRC: F. HOFFMANN-LA ROCHE LTD, BASEL,
SWITZERLAND

FPRCIFPRR: ROCHE PRODUCTS, ISANDO, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

      

      

   

     
    
   

      

     

     
  

     
  

      
  

     
   

   
    

    
   

  
 

 

   

   

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/1.2/0616

Name of medicine: APEX-SERTRALINE 50 mg

Dosage form: TABLET

No.29213 65

Active ingredients: EACH TABLET CONTAINS:
SERTRALINE HYDROCHLORIDE EQUIVALENT TO
SERTRALINE 50,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, AHMEDABAD,
GUJAR-\.T, INDIA

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

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG,RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

   

      

   

     
    
   

       

     

     
  

     
  

      
  

     
   

   
    

    
   

  
 

    

      

                 

66 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/l.2/0617

Name of medicine: APEX-SERTRALINE 100 mg

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
SERTRALINE HYDROCHLORIDE EQUIVALENT TO
SERTRALINE 100,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

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

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

  

   

  

  

   

 

 

 

 

 

   

    

 

   
    
   

    

    
  

    
  

    
  

     
  

    
   

    
   

 

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A38/5.7.2/0620

Name of medicine: APEX-DOMPERIDONE 10 mg TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
DOMPERIDONE MALEATE EQUIVALENT TO
DOMPERIDONE 10,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

Packer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

No.29213 67

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

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  
 

   

       

   

     
    
   

      

     

     
  

     
  

      
  

     
   

    
   

    
    

 

   

      

                 

68 NO.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A38/5.7.2/0636

Name of medicine: VOMI-GUARD 10 mg TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
DOMPERIDONE MALEATE EQUIVALENT TO
DOMPERIDONE 10,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

Packer: MEDREICH STERILAB LTD, VIRGONAGAR,
BANGALORE, INDIA

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

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

   

    

     

     
    

    

    

    
  

 

 

 

   

   
  

      

    
      

     
   

   

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 69

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/21.8.1/0035

MENOSTAR

TRANSDERMAL DELIVERY SYSTEM

EACH CM2 CONTAINS:
ESTRADIOL HEMIHYDRATE 0,30 mg

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

Applicant: SCHERING (PTY) LTD

Manufacturer: 3M PHARMACEUTICALS, NORTHRIDGE,
CALIFORNIA, USA

Packer: 3M PHARMACEUTICALS, NORTHRIDGE,
CALIFORNIA, USA
SCHERING GmbH & CO, WEIMAR, GERMANY

Laboratory:FPRC: 3M SANTE, CEDEX, FRANCE
SCHERING GmbH & CO, WEIMAR, GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: SCHERING, MIDRAND, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



        

  

   

    

   

     
    

      

    

     

     

      
     

  
    

  

   

      

                 

70 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

A39/2.6/0072

STRESAM

CAPSULE

EACH CAPSULE CONTAINS:
ETIFOXINE HYDROCHLORIDE

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

ADCOCK INGRAM LIMITED

50,0 mg

Manufacturer:

Packer:

Laboratory:FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

LABORATOIRES BIOCODEX, BEAUVAIS, FRANCE

LABORATOIRES BIOCODEX, BEAUVAIS, FRANCE

LABORATOIRES BIOCODEX, BEAUVAIS, FRANCE
ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OUFANTSFONTEIN, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

24 months

7 JULY 2006



       

    

   

        

   

       
    

        

      

     

     
    
  

      
   

    
    

     

   

      

                 

MRF 15 (MBR 15)

Registration number:

STAATSKOERANT, 22 SEPTEMBER 2006

A39/5.7.1/0103

No.29213 71

Name of medicine:

Dosage form:

Active ingredients:

CETIRIZINE-HEXAL 1,0 mg/ml ORAL SOLUTION

SOLUTION

EACH 1,0 ml SOLUTION CONTAINS:
CETIRIZINE DIHYDROCHLORIDE 1,0 mg

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD

Manufacturer: SALUTAS PHARMA, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG, RSA
ANALYTICON, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, PINETOWN, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        
 

  

     

     

   

     
   

    

    

     

     

     
     

 
    

 

     

      

                 

72 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/11.4.3/0116

ADCO-ROZNAL 15

CAPSULE

EACH CAPSULE CONTAINS:
LANSOPRAZOLE 15,0 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: LICONSA S.A., GUADALAJARA, SPAIN

Packer: LICONSA S.A., GUADALAJARA, SPAIN

Laboratory:FPRC: LICONSA S.A., GUADALAJARA, SPAIN
FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,

OUFANTSFONTEIN
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



      

  

   

      

   

     
   

      

     

     
  

     
  

      
  

     
   

    
  

    
    

  

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/20.I. l/O 149

Name of medicine: APEX-OFLOXACIN 200 mg

Dosage form: TABLET

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

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

No.29213 73

Laboratory:FPRC: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

    

      

   

     
   

    

     

     
  

     
  

       
  

     
  

    
  

    
   

  
 

    

      

                 

74 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/20.1.1 10 150

Name of medicine: APEX-OFLOXACIN 400 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
OFLOXACIN 400,0 mg

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTO

Manufacturer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Packer: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA

Laboratory:FPRC: INTAS PHARMACEUTICALS LTD, MATODA,
GUJARAT, INDIA
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
INSTITUTE FOR PHARMACEUTICAL SERVICES,
SILVERTONDALE, RSA
INSPECTORATE M&L, ORMONDE, JOHANNESBURG

FPRR: CAMOX PHARMACEUTICALS, AMALGAM,
JOHANNESBURG, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

   

       

   

       
   

       

      

     

     
    
   

      
     

    
   

    
     

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/6.2/0155

Name of medicine: HEXARONE 150 mg/3 ml

Dosage fonn: INJECTION

Active ingredients: EACH 3,0 ml SOLUTION CONTAINS:
AMIODARONE 150,0 mg

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

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

No.29213 75

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA

Packer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory:FPRC: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

          

   

       
   

        

      

     

     
    
   

     
     

    
   

    
     

   

      

                 

76 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/6.2/0156

Name of medicine: AMIODARONE HCL - HEXAL 150 mg/3 ml

Dosage form: INJECTION

Active ingredients: EACH 3,0 ml SOLUTION CONTAINS:
AMIODARONE 150,0 mg

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

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

Manufacturer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA

Packer: EBEWE ARZNEIMITTEL, UNTERACH, AUSTRIA
DIVPHARM MANUFACTURING & PACKAGING,
LONGDALE, JOHANNESBURG, RSA

Laboratory:FPRC: EBEWE ARZNEIMITIEL, UNTERACH, AUSTRIA
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET, BOKSBURG, RSA
ANALYTICON, TERENURE, KEMPTON PARK

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

    

     

   

       
   

         

    

    
  

    
  

    
  

     
  

   
    

    

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/26/0170

Name of medicine: CARBOSfN 600

Dosage form: fNJECTION

Active ingredients: EACH 1,0 ml SOLUTION CONTAfNS:
CARBOPLATfN 10,0 mg

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

Applicant: PHARMACHEMIE (PTY) LTD

Manufacturer: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS

No.29213 77

Packer: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS
DIVPHARM MANUFACTURfNG & PACKAGfNG,
LONGDALE, JOHANNESBURG

Laboratory:FPRC: PHARMACHEMIE BV, HAARLEM,
THE NETHERLANDS
CONSULTfNG CHEMICAL LABORATORIES,
STAR STREET, BOKSBURG,RSA

FPRR: PHARMACHEMIE, CENTURION, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

       

      

      

      
    
  

      
    

   
     

     

   

      

                 

78 No. 29213

MRF 15

GOVERNMENT GAZETTE. 22 SEPTEMBER 2006

Registration number: A39/18.I/O189

Name of medicine: TORAHEXAL 2,5 mg

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 2,5 mg

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

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

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

      

      

      

      
    
  

      
    

   
     

     

   

      

                 

STAATSKOERANT. 22 SEPTEMBER 2006

MRF 15

Registration number: A39/18.1 /0 190

Name of medicine: TORAHEXAL 5 mg

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 5,0 mg

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

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

No.29213 79

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

     

      

      

      
    
  

      
    

   
     

     

   

      

                 

80 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/18.l/0191

Name of medicine: TORAHEXAL 10 mg

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 10,0 mg

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

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

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

   

      

   

     
   

       

      

      

      
    
  

       
    

   
     

     

   

      

                 

STAATSKOERANT. 22 SEPTEMBER 2006

MRF 15

Registration number: A39/18.1 /0 192

Name of medicine: TORASEMIDE-HEXAL 2,5 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 2,5 mg

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

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

No.29213 81

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

       

      

      

      
    
  

      
    

   
     

     

   

      

                 

82 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/18.1/0193

Name of medicine: TORASEMlDE-HEXAL 5 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 5,0 mg

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

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

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

        

      

      

      
    
  

      
    

   
     

     

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/18.1/0194

Name of medicine: TORASEMIDE-HEXAL 10 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
TORASEMIDE 10,0 mg

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

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

No. 29213 83

Manufacturer: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY

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

Laboratory:FPRC: SALUTAS PHARMA GmbH, BARLEBEN, GERMANY
CONSULTING CHEMICAL LABORATORIES, STAR
STREET,BOKSBURG,RSA
ANALYTICON, TERENURE, KEMPTON PARK, RSA

FPRR: HEXAL PHARMA, WESTMEAD, KZN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

   

       

   

       
    

        

    

     
  

     
  

     
  

    

      

                 

84 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/16.1/0198

SINUSTOP PAEDIATRIC NASAL DROPS

DROPS

EACH 1,0 ml SOLUTION CONTAINS:
OXYMETAZOLINE HYDROCHLORIDE 0,250 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Packer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Laboratory:FPRCIFPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

   

        

   

       
    

        

    

     
  

     
  

     
  

   

      

                 

MRF IS

Registration number:

STAATSKOERANT, 22 SEPTEMBER 2006

A39/16.1/0200

NO.29213 85

Name of medicine:

Dosage form:

Active ingredients:

NAZENE PAEDIATRIC NASAL METERED SPRAY

SPRAY

EACH 1,0 ml SOLUTION CONTAINS:
OXYMETAZOLINE HYDROCHLORIDE 0,250 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Packer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

    

       

   

       
    

      

    

     
  

     
  

     
  

   

      

                 

86 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage fonn:

Active ingredients:

A39/16.1/020 I

NAZENE PAEDIATRIC NASAL DROPS

DROPS

EACH 1,0 ml SOLUTION CONTAINS:
OXYMETAZOLINE HYDROCHLORIDE 0,250 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Packer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

   

    

   

     
 

      

     

      
  

    

     
  

    

      
  

    
     

   

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/2.1 /021 0

Name of medicine: ABBOTT-SEVOFLURANE

Dosage form: LIQUID

Active ingredients: EACH BOTTLE CONTAINS:
SEVOFLURANE

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

Applicant: ABBOTT-LABORATORIES S.A. (PTY) LTD

Manufacturer: CENTRAL GLASS CO. LTD, YAMAMGUCHI
PREFECTURE, JAPAN
ABBOTT S.p.A., LATINA, ITALY

NO.29213 87

Packer: ABBOTT LABORATORIES LTD, QUEENSBOROUGH,
KENT, UK
ABBOTT S.p.A., LATINA, ITALY

Laboratory:FPRC: ABBOTT LABORATORIES LTD, QUEENSBOROUGH,
KENT, UK
ABBOTT S.p.A., LATINA, ITALY

FPRC/FPRR: ABBOTT LABORATORIES S.A., CONSTANTIA
KLOOF, JOHANNESBURG, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

    

      

   

     
    
   

    
    

        

      

     

     

      
    

    
  

    
 

    
   

   
  

      

   

      

                 

88 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/20.1 .2/0213

Name of medicine: MERCK-CO-AMOXYCLAV 1000 mg

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO
AMOXYCILLIN 875,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO
CLAVULANIC ACID 125,0 mg

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: SANDOZ GmbH, KUNDL, AUSTRIA

Packer: SANDOZ GmbH, KUNDL, AUSTRIA

Laboratory:FPRC: SANDOZ GmbH, KUNDL, AUSTRIA
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
GENERICS LTD, LETCHWORTH, HERTFORDSHIRE,
U.K.
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, RSA

FPRR: MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

    

     

   

     
   

        

    

     

     

      
     

  
    

  

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/1.2/0217

Name of medicine: ADCO-MIRTERON 15

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
MIRTAZEPINE 15,0 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND

No.29213 89

Laboratory:FPRC: DELTA LTD, HAFNARFJORDUR, ICELAND
FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,

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

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

      

     

   

     
   

      

    

     

     

      
     

  
    

  

    

      

                 

90 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

Conditions of registration:

Applicant:

Manufacturer:

Packer:

Laboratory:FPRC:
FPRC/FPRR:

Shelf-life:

Date of registration:

A39/1.2/0218

ADCO-MIRTERON 30

TABLET

EACH TABLET CONTAINS:
MIRTAZEPINE 30,0 mg

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

ADCOCK INGRAM LIMITED

DELTA LTD, HAFNARFJORDUR, ICELAND

DELTA LTD, HAFNARFJORDUR, ICELAND

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

24 months provisional

7 JULY 2006



       

  

     

     

   

     
   

      

    

     

     

      
      

  
    

  

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/1.2/0219

Name of medicine: ADCO-MIRTERON 45

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
MIRTAZEPINE 45,0 mg

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND

No.29213 91

Laboratory:FPRC: DELTA LTD, HAFNARFJORDUR, ICELAND
FPRCIFPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,

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

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

     

       

   

       
    

         

    

     
  

     
  

     
  

   

      

                 

92 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/16.1/0225

NAZENE ADULT NASAL DROPS

DROPS

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

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

Applicant: ADCOCK INGRAM LIMITED

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Packer: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

  

 

 

   

   

 

   
    

    

    

    
    

 
    

    
     

    

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 93

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/34/0230

CELLCEPT 500 mg

TABLET

EACH TABLET CONTAINS:
MYCOPHENOLATE MOFETIL 500,0 mg

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

Applicant: ROCHE PRODUCTS (PTY) LTD

Manufacturer: ROCHE S.p.A., SEGRATE, ITALY

Packer: ROCHE S.p.A., SEGRATE, ITALY
F. HOFFMANN-LA ROCHE, KAISERAUGST,
SWITZERLAND
ROCHE PRODUCTS, ISANDO, RSA

Laboratory:FPRC: ROCHE S.p.A., SEGRATE, ITALY
F. HOFFMAN-LA ROCHE, BASEL, SWITZERLAND

FPRC/FPRR: ROCHE PRODUCTS, ISANDO, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

 

 

   

     

 

   
    

   

  

   
   

     

   
   

     

     
   

    
   

   
   

     

  

   

                 

94 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/11.5/0285

Name of medicine: LENNON SENNA 7,5 mg TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
CALCIUM SENNOSIDES EQUIVALENT TO
SENNOSIDES 7,5 mg

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

Applicant: PHARMACARE LIMITED

Manufacturer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH, RSA
ASPEN PHARMACARE, WILSONIA, EAST LONDON

Packer: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH, RSA
ASPEN PHARMACARE, WILSONIA, EAST LONDON

Laboratory:FPRC: SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFTSROOM

FPRC/FPRR: PHARMACARE LIMITED, KORSTEN,
PORT ELIZABETH, RSA
ASPEN PHARMACARE, WILSONIA, EAST LONDON

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

  

   

  

  

   

 

 

 

  

 

 

   

  

 

     
    

     

     
 

     
 

     
 

    
    
    

  
      

  

   

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/2.9/0318

Name of medicine: TRAMAZAC INJECTION

Dosage form: INJECTION

Active ingredients: EACH 2,0 ml AMPOULE CONTAINS:
TRAMADOL HYDROCHLORIDE 100,0 mg

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

Applicant: ZYDUS HEALTHCARE S.A. (PTY) LTD

No.29213 95

Manufacturer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Packer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Laboratory:FPRC: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA
INSTITUTE FOR PHARMACEUTICAL AND
CHEMICAL SERVICES, SILVERTONDALE, LTD
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM

FPRR: ZYDUS HEALTHCARE, VAN DER HOFF PARK,
POTCHEFSTROOM, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

   

    

   

     
    

      

     

     
  

     
  

      
  

     

    

      

                 

96 NO.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage fonn:

Active ingredients:

A39/5.7.1/0384

BETEK

TABLET

EACH TABLET CONTAINS:
CETIRIZINE HYDROCHLORIDE 10,0 mg

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Laboratory:FPRC: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

FPRC/FPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

       

  

  

   

  

  

   

 

 

 

  

   

  

 

   
    

    

     
 

     
    

    
 

     
 
    

      
    

 

      
  

       

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 97

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/l1A.3/0468

ACIPHEX 10

TABLET

EACH TABLET CONTAINS:
RABEPRAZOLE SODIUM 10,0 mg

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer: EISAI CO LTD, KODAMA-GUN, SAlTAMA-KEN,
JAPAN

Packer: UNIPACK LTD, SHOTGATE, ESSEX, UK
CILAG AG, SCHAFFHAUSEN, SWITZERLAND
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: EISAI CO LTD, KODAMA-GUN, SAITAMA-KEN,
JAPAN
CILAG AG, SCHAFFHAUSEN, SWITZERLAND
THE BOOTS CO PLC. NOTTINGHAM UK

FPRC/FPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 36 months provisional packed in PVCIPVdCIPE
Laminate/AI Blisters

24 months packed in AI/Al foil Blisters

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

   

  

 

   
  

    

     
 

     
    

    
 

     
 
    

      
    

 

      
 

       

   

                 

98 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage fonn:

Active ingredients:

A39/11.4.3/0469

ACIPHEX 20

TABLET

EACH TABLET CONTAINS:
RABEPRAZOLE SODIUM 20,0 mg

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer: EISAI CO LTD, KODAMA-GUN, SAITAMA-KEN,
JAPAN

Packer: UNIPACK LTD, SHOTGATE, ESSEX, UK
CILAG AG, SCHAFFHAUSEN, SWITZERLAND
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: EISAI CO LTD, KODAMA-GUN, SAITAMA-KEN,
JAPAN
CILAG AG, SCHAFFHAUSEN, SWITZERLAND
THE BOOTS CO PLC. NOTTINGHAM UK

FPRCIFPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 36 months provisional packed in PVC/PVdC/PE
Laminate/AlBlisters

24 months packed in AllAl foil Blisters

Date of registration: 7 JULY 2006



       

  

   

      

   

     
    

   

        

      

      
 

      
 

      
 

     
   
    

   
       

  

    

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A3917.1/0532

Name of medicine: AMLODAC 5 TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
AMLODIPINE BESYLATE EQUIVALENT TO
AMLODIPINE 5,0 mg

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

Applicant: ZYDUS HEALTHCARE S.A. (PTY) LTD

No.29213 99

Manufacturer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Packer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Laboratory:FPRC: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL
SERVICES, SILVERTONDALE, RSA
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM, RSA

FPRR: ZYDUS HEALTHCARE, VAN DER HOFF PARK,
POTCHEFSTROOM, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



        

  

   

      

   

     
    
   

         

      

      
 

      
 

       
 

     
   
    

   
       

  

    

      

                 

100 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/7.1/0533

Name of medicine: AMLODAC 10 TABLETS

Dosage form: TABLET

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

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

Applicant: ZYDUS HEALTHCARE S.A. (PTY) LTD

Manufacturer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Packer: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA

Laboratory:FPRC: ZYDUS CADILA HEALTHCARE LTD, AHMEDABAD,
INDIA
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL
SERVICES, SILVERTONDALE, RSA
INSTITUTE FOR INDUSTRIAL PHARMACY,
UNIVERSITY, POTCHEFSTROOM, RSA

FPRR: ZYDUS HEALTHCARE, VAN DER HOFF PARK,
POTCHEFSTROOM, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

       

  

  

   

  

  

   

 

 

 

 

 

   

  

 

   
   

     

   

   
 

   
 

     

   
 

     
  
    

     

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/5.I010557

Name of medicine: ONDANTOR 4

Dosage form: TABLET

No.29213 101

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

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: NOVARTIS BANGLADESH, GAZIPUR,
BANGLADESH

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

Laboratory:FPRC: NOVARTIS BANGLADESH, GAZIPUR,
BANGLADESH
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA
ANALYTICON, TERENURE, KEMPTON PARK

FPRC/FPRR: NOVARTIS S.A., SPARTAN, KEMPTON PARK

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

  

 

 

   

  

 

   
   

     

   

   
 

   
 

     

   
 

     
  
    

     

  

   

                 

102 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/5.10/0558

Name of medicine: ONDANTOR 8

Dosage form: TABLET

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

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

Applicant: SANDOZ (PTY) LTD

Manufacturer: NOVARTIS BANGLADESH, GAZIPUR,
BANGLADESH

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

Laboratory:FPRC: NOVARTIS BANGLADESH, GAZIPUR,
BANGLADESH
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA
ANALYTICON, TERENURE, KEMPTON PARK

FPRC/FPRR: NOVARTIS S.A., SPARTAN, KEMPTON PARK

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

  

   

  

  

   

 

 

 

  

 

 

   

   

 

   
   

     

     

   
  

   
  
    

     
  

   
   

   
  
    

     
  

   
   

    
   

     
   

     

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/5. I0/0568

Name of medicine: MERCK-ONDANSETRON 4 mg

Dosage form: TABLET

No.29213 103

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

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE

Packer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory:FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



        

  

   

      

   

     
   

     

         

      

    
  

    
  
    

     
  

   
   

     
  
    

     
  

   
   

    
   

     
   

      

   

      

                 

104 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/5. 10/0569

Name of medicine: MERCK-ONDANSETRON 8 mg

Dosage form: TABLET

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

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE

Packer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory:FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



       
 

  

   

      

   

     
   

     

        

      

    
  

    
  
    

     
  

   
   

     
  
    

     
  

   
   

    
   

     
   

      

   

      

                 

STAATSKOERANT. 22 SEPTEMBER 2006

MRF 15

Registration number: A39/5.10/0570

Name of medicine: MERGENSIC 4 mg

Dosage form: TABLET

No. 29213 105

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

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE

Packer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory:FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



        

  

  

   

  

  

   

 

 

 

   

 

 

   

   

 

   
   

     

     

   
  

   
  
    

     
  

   
   

   
  
    

     
  

   
   

    
   

     
   

     

  

   

                 

106 NO.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A39/5.1 0/0571

Name of medicine: MERGENSIC 8 mg

Dosage fonn: TABLET

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

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

Applicant: MERCK GENERICS RSA (PTY) LTD

Manufacturer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE

Packer: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA

Laboratory:FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY,
ATHENS, GREECE
GERARD LABORATORIES, DUBLIN, IRELAND
GENERICS (U.K.) LTD, STATION CLOSE,
HERTFORDSHIRE, U.K.
MERCK PHARMACEUTICAL MANUFACTURING,
WADEVILLE, GERMISTON, RSA
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY, UNIVERSITY, POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
GROENKLOOF, PRETORIA, RSA

FPRR: MERCK GENERICS RSA, MODDERFONTEIN, RSA

Shelf-life: 36 months

Date of registration: 7 JULY 2006



  

       

  

  

   

  

  

   

 

 

 

 

   

 

 

     
    

       

     

   
  

       

   
  

   
    

   
  

    

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A39/30.1/0585

Name of medicine: ROTARIX

Dosage fonn: POWDER

NO.29213 107

Active ingredients: EACH 1,0 ml DOSE CONTAINS:
LIVE ATTENUATED HUMAN ROTAVIRUS,
RIX44 I4 STRAIN not less than 106CCIDso

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

Applicant: GLAXOSMITHKLINE SOUTH AFRICA (PTY) LTD

Manufacturer: GLAXOSMITHKLINE BIOLOGICALS S.A.,
RIXENSART, BELGIUM
PARC DE LA NOIRE EPINE, WAVRE, BELGIUM

Packer: GLAXOSMITHKLINE BIOLOGICALS S.A.,
RIXENSART, BELGIUM
CRNA, FLEURUS, BELGIUM
GLAXOSMITHKLINE, EPPING, CAPE TOWN

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

FPRC/FPRR: GLAXOSMITHKLINE, EPPING, CAPE TOWN

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

  

    

     

   

     
    

       

     

      

      

       
     

   

      

                 

108 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A39/21.12/0629

ANDROFEM 100

TABLET

EACH TABLET CONTAINS:
CYPROTERONE ACETATE 100,0 mg

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

Applicant: CIPLA MEDPRO (PTY) LTD

Manufacturer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

Laboratory:FPRC: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
FPRR: CIPLA MEDPRO, ROSENPARK, BELLVILLE

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  

  

   

  

  

   

 

 

 

 
 

   

  

   

 

   
    

 

     

     

     

     
     

  

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 109

Registration number:

Name of medicine:

Dosage form:

A39/21.12/0630

CIPLA-CYPROTERONE ACETATE 100

TABLET

Active ingredients: EACH TABLET CONTAINS:
CYPROTERONE ACETATE 100,0 mg

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD

Manufacturer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

Packer: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA

Laboratory:FPRC: CIPLA LTD, PATALGANGA, MAHARASHTRA, INDIA
FPRR: CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE

Shelf-life: 24 months

Date of registration: 7 JULY 2006



        

    

     

        
   

   

     
    

       

      

     
 

     
 

    
 

     
 

      

   

      

                 

110 No. 29213 GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

MRF 15 (MBR 15)

Registration number: A39/21.10/0631

Name of medicine: GONAL-fPEN 300 LU./0,5 ml
(22 MICROGRAMS/0,5 ml)

Dosage form: INJECTION

Active ingredients: EACH CARTRIDGE CONTAINS:
FOLLITROPIN ALFA 300,OLU.

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

Applicant: SERONO SOUTH AFRICA (PTY) LTD

Manufacturer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY

Packer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY
LABORATOIRES SERONO SA, COINSINS,
SWITZERLAND

Laboratory:FPRC: INDUSTRIA FARMACEUTICA SERONO, BAR!,
ITALY

FPRR: SERONO SA, KINGFISHER, FOURWAYS, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

    

    

        
   

   

     
    

         

      

     
 

     
 

    
 

     
 

      

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15 (MBR 15)

Registration number: A39/21.10/0632

Name of medicine: GONAL-fPEN 450 LU./0,75 ml
(33 MICROGRAMS/0,75 ml)

Dosage form: INJECTION

Active ingredients: EACH CARTRIDGE CONTAINS:
FOLLITROPIN ALFA 450,0 LU.

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

Applicant: SERONO SOUTH AFRICA (PTY) LTD

Manufacturer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY

Packer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY
LABORATOIRES SERONO SA, COINSINS,
SWITZERLAND

Laboratory:FPRC: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY

FPRR: SERONO SA, KINGFISHER, FOURWAYS, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006

No.29213 111



        

    

     

        
    

   

     
    

        

      

     
 

     
 

    
 

     
 

      

   

      

                 

112 No. 29213 GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

MRF 15 (MBR 15)

Registration number: A39/21.10/0633

Name of medicine: GONAL-fPEN 900 1.U.lI,5 ml
(66 MICROGRAMSIl,5 ml)

Dosage fonn: INJECTION

Active ingredients: EACH CARTRIDGE CONTAINS:
FOLLITROPIN ALFA 900,01.U.

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

Applicant: SERONO SOUTH AFRICA (PTY) LTD

Manufacturer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY

Packer: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY
LABORATOIRES SERONO SA, COINSINS,
SWITZERLAND

Laboratory:FPRC: INDUSTRIA FARMACEUTICA SERONO, BARI,
ITALY

FPRR: SERONO SA, KINGFISHER, FOURWAYS, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



       

  
        

   

    

   

     
   

       

     

       
 

       
 

    
 

    
 

      
 

     
 

   

      

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

No.29213 113

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A40/26/0005

VELCADE

INJECTION

EACH VIAL CONTAINS:
BORTEZOMIB 3,5 mg

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

Applicant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer: BEN VENUE LABORATORIES INC, BEDFORD, OHIO,
USA

Packer: BEN VENUE LABORATORIES INC, BEDFORD, OHIO,
USA
JANSSEN PHARMACEUTICA N.V, BEERSE,
BELGIUM
JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Laboratory:FPRC: JANSSEN PHARMACEUTICA N.V, BEERSE,
BELGIUM

FPRCIFPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE,
RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006



 
  

       

  

  

   

  

  

   

 

 

 

  

   

  

 

   
     

      

   

    
  

    
  

    
  

    
  

    
  

    
  

   

   

                 

114 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A40/II.5/0079

Name of medicine: ADCOSENNA TABLETS

Dosage form : TABLET

Active ingredients: EACH TABLET CONTAINS:
SENNA DRY EXTRACT EQUIVALENT TO
SENNOSIDES A & B 13,5 mg

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

Applicant: ADCOCK INGRAM LIMITED

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

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

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

     

      

   

     
     

      

        

    

     
  

    
  

     
  

    
  

     
  

    
  

 

   

   

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF IS

Registration number: A40/l1.5/0080

Name of medicine: FRESHEN SENNA TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
SENNA DRY EXTRACT EQUIVALENT TO
SENNOSIDES A & B 13,5 mg

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

Applicant: ADCOCK INGRAM LIMITED

No.29213 115

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

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

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OUFANTSFONTEIN, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



    

       

  

  

   

  

  

   

 

 

 

  

   

   

 

   
     

      

   

    
  

    
  

    
  

    
  

    
  

    
  

   

   

                 

116 No.29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number: A401l1.5/0081

Name of medicine: PROPAN SENNA TABLETS

Dosage fonn: TABLET

Active ingredients: EACH TABLET CONTAINS:
SENNA DRY EXTRACT EQUIVALENT TO
SENNOSIDES A & B 13,5 mg

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

Applicant: ADCOCK INGRAM LIMITED

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

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

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



       

  

    

      

   

     
     

      

      

    

     
  

    
  

     
  

    
  

     
  

    
  

 

   

   

   

                 

STAATSKOERANT, 22 SEPTEMBER 2006

MRF 15

Registration number: A40/l1.5/0082

Name of medicine: PURITONE SENNA TABLETS

Dosage form: TABLET

Active ingredients: EACH TABLET CONTAINS:
SENNA DRY EXTRACT EQUIVALENT TO
SENNOSIDES A & B 13,5 mg

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

Applicant: ADCOCK INGRAM LIMITED

No.29213 117

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

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

Laboratory:FPRC/FPRR: ADCOCK INGRAM HEALTHCARE, CLAYVILLE,
OLIFANTSFONTEIN, RSA
ADCOCK INGRAM HEALTHCARE, WADEVILLE,
GERMISTON, RSA

Shelf-life: 24 months provisional

Date of registration: 7 JULY 2006



118 No. 2921 3 GOVERNMENT GAZETTE, 22 SEPTEMBER 2006 

MRF 15 

Registration number: A40/2.7/0 147 

Name of medicine: BEDORAL 30 

Dosage form: INJECTION 

Active ingredients: EACH 1,O ml AMPOULE CONTAINS: 
KETOROLAC TROMETHAMINE 30,O mg 

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD 

Manufacturer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

Laboratory :FPRC: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

FPRCIFPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA 

Shelf-life: 24 months 

Date of registration: 7 JULY 2006 

                 

118 No. 29213

MRF 15

GOVERNMENT GAZETTE, 22 SEPTEMBER 2006

Registration number:

Name of medicine:

Dosage form:

Active ingredients:

A40/2.7/0147

BEDORAL30

INJECTION

EACH 1,0 ml AMPOULE CONTAINS:
KETOROLAC TROMETHAMINE 30,0 mg

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

Laboratory:FPRC: CADILA PHARMACEUTICALS LTD, AHMEDABAD,
GUJARAT, INDIA

FPRC/FPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA

Shelf-life: 24 months

Date of registration: 7 JULY 2006




