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G E N E R A L  N O T I C E

ALGEMENE KENNISGEWING

NOTICE 3230 OF 2000

DEPARTMENT OF HEALTH

MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 1965 (ACT No. 101 OF 1965)

REGISTRATION OF MEDICINES
It is hereby notified in terms of section 17 of the Medicines and Related Substances Control Act, 1965 (Act No.

101 of 1965), that the Registrar  of Medicines, with the approval of the Medicines Control Council  established by

section 2 of the said Act, has registered the following medicines described in the Schedule hereto:

The undermentioned conditions of Registration of Medicines appiies  to the medicines foiiowing:

Conditions of registration:

1a.

1 b.

2.

3.
4.

5a.

5b.

5C.

5d.
5e.
6.

7.
8a.

8b.

8c.

9.
10.
11.

12.

13.

14,

An acceptable standard of Good Manufacturing Practice must be maintained in the place of
manufacture.

An applicant shaii ensure that the medicine is manufactured and controlled in terms of current Good
Manufacturing Practice as determined by the Medicines Control Council.

The appiicant must compiy with ali the legal requirements of the Medicines and Related Substances Control
Act, 1965 (Act No. 101 of 1965).

The registration of this product shail be subject to review every three years.

The information in the package insert shali be updated on a regular basis to conform to a package insert
recentiy approved by the Councii.

The first two production iots must be fully validated and the fuli details of the proposed process
validation program to be foiiowed by the applicant and/or manufacturer be submitted.

The first two production lots of the Iocaily manufactured products must be validated.

The first two production lots after registration must be validated, unless this documentation is
availabie.

The first two production iots must be validated.

The first two production lots manufactured by each local manufacturer must be validated.

The manufacture of this medicine is subject to regular investigation and inspection by inspectors to assess
compliance with current Good Manufacturing Practice.

The registration dossier is subject to review at intervals as determined by Council.

A post-registration inspection must be conducted on the first production lot of the locally
manufactured product.

A post-registration inspection must be conducted on the first production lot manufactured by each local man-
ufacturer.

A post-registration inspection must be conducted on the first production lot.

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

The product may be advertised to the professions only.

One sample of every lot, together with four copies of the protocols for testing of the bulk lot and
filling lot, be submitted to Council for lot releasing purposes.

One sample of every iot, together with six copies of the protocols for testing of the bulk lot and
filling lot and six copies of the certificate of release issued by the competent authority in the
country in which the product was manufactured, be submitted to Council for lot releasing purposes.

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

‘The strains of the master seed viruses must be approved by the Department of Health for each year.
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SCHEDULE ● B Y L A E

Registration nunlber/Registrasienommer:  32/26/0426

Name of mec!icine/Naam  van medisyne: ABIC-DOXORUBICIN  HCL 50 rng

Dosage forrdDoseringsvorm: INJECTION/INS PUITING

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE  FLESSIE BEVAT:
DOXORUBICIN H Y D R O C H L O R I D E / .
DOKSORUBISIENHIDROCHLORIED 50,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3> 4,6,7

Applicant/Applikant: TEVA PHARMACEUTICALS (PTY) LTD

Manufachlrer/Vervaardiger:  ABIC LTD, NETANYA ISRAEL

PackerlVerpakker: ABIC LTD, NETANYA ISRAEL

Laboratory/Laboratorium: ABIC LTD, NETANYA ISRAEL
INTRAMED. PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 J~E 2000”
Datum van registmsie 20 JUNIE 2000
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Registration number/Registrasienommer: 34/20.2,8/0055

Name of medicinemaam van medisyne: ABBOTT-ACYCLOVIR lV 250 mg

Dosage forrn/Doseringsvorm: INFUSION (PARENTERAL)/
INFUUS (PARENTERAAL)

Active ingredients/Aktiewe bestanddele.
EACH 5,0 ml VIAL” CONTAINWELKE  5,0 ml FLESSIE  BEVAT:
ACICLOVIIUASIKLOVIR  . ..250.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4,5%6,7

Applicant/Applikant:

ManufacturerNervaardiger:

PackerNerpakker:

Laboratory/Laboratoriu m:

Shelf-life/Rakleefiyd:

Date of registration:
Datum van registrasie

ABBOTT LABORATORIES SA (PTY) LTD

ABBOTT, NORTH CHICAGO, ILLINOIS USA

ABBOTT, NORTH CHICAGO, ILLINOIS USA

ABBOTT, NORTH CHICAGO, ILLINOIS USA
ABBOTT, AEROTON RSA

24 months/maande

23 JUNE 2000
23 .JUNIE 2000
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Registration numbcxlllegistrasienornmer: 34/20.2.8/0056

Name of medicine/Naam  van medisyme: ABBOTT-ACYCLOVIR IV 500 mg

Dosage form/Doseringsvorm: INFUSION (PARENTERAL)/
INFUUS (PARENTERAAL)

Active ingredients/Aktiewe bestanddele:
EACH 10,0 ml VLAL CONTAINWELKE 10,0 ml FLESSIE BEVAT:
ACICLOVIWASIKLOVIR  . ..500.0 mg

Conditions of registration/Voorwaardes  vir registrasi-.:
l,2,3,4,5a,6,7

Applicant/Applikant: ABBOTT LABORATORIES SA (PTY) LTD

Manufacturer/Vervaardiger:  ABBOTT, NORTH CHICAGO, ILLINOIS USA

Packer fVerpakker: ABBO’IT,  NORTH CHICAGO, ILLINOIS USA

Laboratory/Laboratorium: ABBO~, NORTH CHICAGO, ILLINOIS USA
ABBOTT, AEROTON RSA

Shelf-life/Rakleeilyd: 24 months/maande

Date of registration: 23 JUNE 2000
Datum van registrasie 23 JUNIE 2000
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Registration number/Registrasienon~  mer. 32/21.8.1/0209

Name of medicine/Naan~  van medisyne: LYRELLE 50

Dosage forntiDoseringsvorm: TR,\NSDERMAL  THERAPEUTIC SYSTEM/
TRANSDERMALE TERAPEUTIESE  SISTEEM

Active ingredients/Aktiewe bestanddele:
EACH PATCH CONTAINS/ELKE  PLAKKER BEVAT:
ESTRADIOL . ..24.22 mg

Conditions of registration/Voorwaardes  vir registrasie:
1,2, 3,4, 5].6,7

Applicant/Applikant: WYETH S.A. (PTY) LTD

Manufacturer/Vervaardiger:  LTS LOHMANN, ANDERNACHT GERMANY

Packer fVerpakker: LTS LOHMANN, ANDERNACHT GERMANY

Laboratory/Laboratoriu m: LTS LOHMANN, ANDERNACHT GERMANY
AKROMED PRODUCTS. OL/IFANTSFONTEIN  RSA
WYETH S, A., MIDRAND, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 23 JUNE 2000
Datum van registrasie 23 JUNIE  2000
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Registration nunlber/Registras  ienommer: 32/21,8.1/0210

Name of medicine/Naarn  van medisyne: LYRELLE 80

Dosage form/Dosenngsvorrn: TRANSDERMAL THERAPEUTIC SYSTEM/
TW4NSDERMALE  TERAPEUTIESE

SISTEEM

Active ingredients/Aktiewe  bestanddele:
EACH PATCH CONTAINS/ELKE  PLAKKER BEVAT:
ESTRADIOL  . ..38.74 mg

Conditions of registration/Voorwaardes  vir registrasie:
i,2,3,4,5a,6,7

ApplicantfApplikant: WYETH S.A. (PTY) LTD

Manufacturer/Vervaardiger:  LTS LOHMANN, ANDERNACHT  GERMANY

Packerll’erpakker: LTS LOHMANN, ANDERNACHT GERMANY

Laboratory/Laboratorium: LTS LOHMANN, ANDERNACHT GERMANY
AKROMED PRODUCTS, OLIFANTSFONTEIN  RSA
WYETH S, A,, MIDRAND, RSA

Sheif-life/Rakl  eeftyd: 24 months/maande

Date of registration: 23 JUNE 2000
Datum van registrasie 23 JUNIE 2000



1 0  No.  2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 32/30.4/0527

Name of medicine/Naam  van medisyne: REGIL4NEX  0,01 Y.

Dosage forrn/Doseringsvorm: GEL/JEL

Active ingredients/AMiewe bestanddele:
EACH 1,0 g GEL CONTAIN!VELKE  1,0 g JEL BEVAT:
BECAPLERMIN  0,100 mg

Conditions of registration/Voonvaardes  vir registrasie:
l,2,3,4,5a,6,7

ApplicantiApplikant:

Manufacturer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

JANSSEN PHARMACEUTICAL (PTY) LTD

OMJ PHARMACEUTICALS INC, SAN GERMAN
PUERTO RJCCO

OMJ PHARMACEUTICALS INC, SAN GERMAN
PUERTO RICCO

OMJ PHARMACEUTICALS INC, SAN GERMAN
PUERTO RICCO
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE
RSA

12 months/maande

23 JUNE 2000
23 JUNIE 2000
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Registration number/Registrasienonlmer: 32/1 1,4.3/0539

Name of medicine/Naam  van medisyne: ULTAK- 150

Dosage m-dDoseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINWELKE TABLET BEVAT:
RANITIDINE HYDROCHLOllIDE/
RANITIDIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT  AAN
RANITIDINE/RANITIDIEN  ,.. 150,0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD

Manufachlrer/Vervaardiger: CIPLA LTD, BOMBAY JNDIA

PackerNerpakker:

Laboratory/Laboratorium:

CIPLA LTD, PATALGANGA MAHARASHTRA INDIA

CIPLA LTD, BOMBAY INDIA
CIPLA LTD, PATALGANGA MAHARASHTRA INDIA

CIPLA LTD, BOMBAY INDIA
CIPLA LTD, PATALGANGA MAHARASHTRA INDIA
CIPLA-MEDPRO (PTY) LTD

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 23 JUNE 2000
Datum van registrasie 23 JUNIE 2000
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Registration number/Registrasienommer: 32/1 1.43./0540

Name of medicine/Naam van medisyne: UI,TAK-300

Dosage forn~lDoseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
RANITIDINE HYDROCHLORIDE/
RANITIDIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT  AAN
RANITIDINERANITIDIEN  3 0 0 , 0  mg

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3,4,6,7

ApplicantlApplikant: CIPLA-MEDPRO  (PTY) LTD

Manufacturer/Vervaardiger:  CIPLA LTD, BOMBAY INDIA
CIPLA LTD, PATALGANGA MAHARASHTRA INDIA

PackerlVerpakker: CIPLA LTD, BOMBAY INDIA
CIPLA LTD, PATALGANGA MAHARASHTRA INDIA

Laboratory/Laboratorium: CIPLA LTD, BOMBAY INDIA
CIPLA LTD, PATALGANGA MAHAILASHTRA  INDIA
CIPLA-MEDPRO  (PTY) LTD

Shelf-i ife/Rakleeftyd: 24 months/maande

Date of registration: 23 JUNE 2000
Datum van registrasie 23 JUNIE 2000
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Registration numberiRegistrasienommer: 29/2210492

Name of medicine/Naam  van medisyne: KONAKION MM PEDIATRIC

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Akliewe bestaiiddeie:
E.4CH 0,2 ml AMPOULE CONTAINWELKE  0,2 ml AMPUUL BEVAT :
VITAMIN KI . . . 2,0 mg

Coilditions of registratioflootwaardes  vir registrasie:
1,2, 3,4, 5a,6,7

Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD

Manufachlrer/Vemaardiger:  F HOFFMANN-LA ROCHE, GREN, BASLE

PackerlVerpakker:

LaboratoV/Laboratorium:

Shelf-life/RakleeRyd:

Date of registration:
Datum van registrasie

SWITZERLAND

F HOFFMANN-LA ROCHE, GREN,  BASLE
SWITZERLAND

F HOFFMANN-LA ROCHE, GREN, BASLE
SWITZERLAND
ROCHE, ISANDO RSA

36 months/maande

23 JUNE 2000
23 JUNIE 2000

00 C148076-B
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Registration rmmberlllegistrasienommer: 32/11.4.3/0512

Name of medicineiNaam  van medisyne: ACI-MED OTC

Dosage form/Dosenngsvorrn: TABLET

.4ctive ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CIMETIDINE/SIMETIDIEN  . . . 200,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1 , 2 , 3 , 4 , 6 , 7

Applicant/Applikant:

Manufacturer/Vemaardiger:
IRELAND

Packer/Verpakker:

Laboratory/Laboratoriu  m:

TECHNIKON

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

TRIOMED (PTY) LTD

CLONMEL  CHEMICALS(HEALTHCARE), TIPPERARY

WRAPSA, CENTURION MA

CLONMEL CHEMICALS(HEALTHCARE),  TIPPERARY
IRELAND
INSTITUTE FOR PHARM & CHEM SERVICE,

PRETORIA RSA
TRIOMED,  MONTAGUE GARDENS MA

24 months/maande

26 JUNE 2000
26 JUNIE 2000
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Registration nurnber/Registrasiaxnrner: 33/16.2/0024

Name of medicine/Naam  van medisyne: CIPROBAY HC OTIC DROPS

Dosage form/Doseringsvorm: DROPWDRUPPELS

Active ingredients/Aktiewe  bestanddele:
EACH 10,0 ml BOTI’LE CONTAl_NS/ELKE 10,0 ml BOTTEL BEVAT:
CIPROFLOXACIN  HYDROCHLORIDE/
SIPROFLOKSASIENHJDROCHLOR3ED
EQUIVALENT TO/EKWIVALENT  AAN
CIPROFLOXACIIWSIPROFLOKSASIEN  . . . 20,0 mg
HYDROCORTISONEHIDROKORTISOON  . ..100.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2,3,4, 6,7

Applicant/Applikant: BAYER (Pm LTD

Manufacturer/Vervaardiger:  BAYER, PENNSYLVANIA U.S.A

Packer/Verpakker:

Laboratory/Laboratonum:

Shelf-life/Rakleeflyd:

Date of registration:
Datum van registrasie

BAYER PENNSYLVANIA U.S.A
BAYER LEVERKUSEN WEST GERMANY
GLAXO WELLCOME, MIDRAND RSA

BAYER PENNSYLVANIA U.S A
BAYER” LEVERKUSEN  WEST GERMANY
GLAXO WELLCOME, MIDRAND RSA
BAYER ISANDO RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

24 months/maande

26 JUNE 2000
26 JUNIE 2000
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Registration number/Registrasienonlmer: 33/20 .i. U0219

Name of medicinell%arn  van medisyne. DISTA-CEFACLOR  250

Dosage forndlloseringsvorm: CAPSULE!YIG4PSULE

Active ingredients/Aktiewe  bestanddele:
EACH CAPSULE CONTAINWELKE  KAPSUUL BEVAT:
CEFACLOR . ..250.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2,3, 4, 5a, 6, 7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  ELI LILLY, FLORENCE ITALY

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG,  RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETOIUA RSA
ELI LILLY, BRYANSTON RSA

36 months/maande

27 JUNE 2000
27 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No.  2 1 5 7 6  1 7

Registration number/Registrasienommer: 33/20.1.1/0220

Name of medicine/Naam van medisyne: DISTA-CEFACLOR 500

Dosage form/Doseringsvorm: CAPSULEWKAPSUUL

Active ingredients/Aktiewe  bestanddele:
EACH CAPSULE CONTAINWELKE KAPSUUL BEVAT:
CEFACLOR . ..500.0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4,5~6,  7

Applicant/Applikant:

Manufacturer/Verv~diger:

PackerNerpakker:

Laborato@Laboratorium:

ELI LILLY (SA) (PTY) LTD

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
ELI LILLY, BRYANSTON RSA

Shelf-iife/Rakleeftyd: 36 months/maande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNIE 2000
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Registration number/Registrasienomn~  er: 33/20,1.1/0221

Name of medicine~aam  van medisyne: DISTA-CEFACLOR 125 P

Dosage form/Dosenngsvorrn: SUSPENSIONNUSPENSIE

Active ingredients/Aktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINW
ELKE 5,0 ml SUSPENSIE BEVAT:
CEFACLOR  . ..125.0 mg

Conditions of registration/Voonvaardes  vir registrasie:
1,2,3,4,5A 6, 7

Applicant/Applikant: ELI LILL.Y (SA) (PTY) LTD

ManufacturerWervaardiger:  ELI LILLY, FLORENCE ITALY

Packer/Verpakker: ELI LILLY, FLORENCE ITALY

Laboratory/Laboratonum: ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB,
STAR STREET BOKSBURG, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
ELI LILLY, BRYANSTON RSA

Shelf-life/Rakleeftyd: 24 monthdmaande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNIE 2000
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Registration number/Registrasienommer: 33/20. 1. 1/0222

Name of medicine/’Naam  van medisyne: DISTA-CEFACLOR  250P

Dosage forrn/Dosenngsvorm: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/ELICE  5,0 ml SUSPENSIE BEVAT:
CEFACLOR . ..250.0 mg

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

ManufacturerWervaardiger:  ELI LILLY, FLORENCE ITALY

PackerfVerpakker: ELI LILLY, FLORENCE ITALY

Laboratory/Laboratorium: ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
ELI LILLY, BRYANSTON RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNIE 2000
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Registration number/Registrasienommer: 33/20. I 1/0223

Name of medicine/Naam  van medisyne: DISTA-CEFACLOR BD 187

Dosage forrn/Doseringsvorrn: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe  bestanddele:
EACH 5,0 ml SUSPENSION CONTAl_NS/
ELKE 5,0 ml SUSPENSIE BEVAT :
CEFACLOR . ..187.5 mg

Conditions of registration/Voonvaardes  vir registrasie:
1,2, 3,4,5a, 6,7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufachwer/Vervaardiger: ELI LILLY, FLORENCE ITALY

PackerNerpakker: ELI LILLY, FLORENCE ITALY

Laborato~~/Laboratoriu  m: ELI LILLY, FLORENCE lTALY
ELI LILLY, BRYANSTON RSA
CONSULTING CHEMICAL LAB,
STAR STREET
BOKSBURG,  RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

Shelf-life/Raklee ftyd: 24 month.dmaande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNIE 2000
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Registration number/Registrasienommer: 33/20. 1. 1/0224

Name of medicinelNaam van medisyne: DISTA-CEFACLOR  BD FORTE 375

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE

Active ingredientslAktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/
ELKE 5,0 ml SUSPENSIE BEVAT:
CEFACLOR . . 375,0 mg

Conditions of registration/Voorvvaardes vir registrasie:
1,2, 3,4, 5% 6, 7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Venmardiger:  ELI LILLY, FLORENCE ITALY

Packer fVerpakker:

Laborato~/Laboratonum:

Shelf-~  ife/R.akleeftyd:

Date of registration:
Datum van registrasie

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG,  RSA
ELI LILLY, BRYANSTON RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

24 monthslmaande

27 JUNE 2000
27 JUIWE 2000
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Registration number/Registrasienommer: 33/7. J .3/0479

Name of medicinefNaam  van medisyne: PHARMAPRESS  10 MG

Dosage forrn/Doseringsvorrn: TABLET

Active ingredients/Aktiewe  bests.m.idele:
EACH TABLET CONTMNS/ELKE  TABLET BEVAT:
ENALAPRIL MALEATE . ..10.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
l,2,3,4,5a,6,7,8&9

Applicant/Applikant: PH.ARMACARE  LIMITED

Manui%cturer/Vervaardiger: LENNON, PORT ELIZABETH RSA

PackeriVerpakker: LENNON, po~r ELUABE~  RSA

Laboratory/Laboratorium: LENNON, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 2 7  J U N E  2 0 0 0
Datum van registrasie 27 JUNIE 2000
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Registration number/Registrasienommer: 33/7.1 .310480

Name of medicine/Naarn  van medisyme: PmRMAPREss  20MG

Dosage forrn/Doseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT :
ENALAPRIL MALEATE 20,0 mg
Conditions of registration/Voorwaardes vir regktrasie:
1,2,3,4, 5a, 6,7, 8% 9

Applicant/Applikant:

Manufacturer/Vervaardiger:

PackertVerpakker:

Laboratory/Laboratoriu m:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

PH.ARMACARE  LIMITED

LENNON, PORT ELIZABETH RSA

LENNON, PORT ELIZABETH RSA

LENNON, PORT ELIZABETH RSA

24 months/maande

27 JUNE 2000
27 JUNIE 2000
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Registration number/Registrasienommer. 33/20. 1. 1/0228

Name of medicine/Naam  van medisyne: LENACLOR 250P

Dosage forrrdDoseringsvorrn: S(JSPENSION/SUSPENSIE

Active ingredients/Aktiewe  bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/
ELKE 5,0 ml SUSPENSIE BEVAT:
CEFACLOR 250,0 mg

Conditions of registration/Voorwaardes  vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

ManufacturerlVervaardiger: ELI LILLY, FLORENCE ITALY

Packer/Verpakker: ELI LILLY, FLORENCE ITALY

LaboratoryiLaboratorium: CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
ELI LILLY, FLORENCE ITALY
ELI LILLY, BRYANSTON RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
RSA

Shelf-life/Ra.kleeftyd: 24 months/maande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 2 1 5 7 6  2 5

Registration number/Registrasienommer: 3312610102

Name of medicine/Naam  van medisyne: ADRIBLASTINA  CSV 10 MG/5 ML

Dosage form/Doseringsvorrn: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 5,0 m! SOLUTION CONTAINS/ELKE  5,0 ml OPLOSSING  BEVAT:
DOXORUBICIN  HYDROCHLORIDE/
DOKSORUBISD3NHIDROCHLORIED . ..10.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2,3,4, 5&6, 7

Applicant/Applikant: PHARMACIA & UPJOHN (PTY) LTD

Manufacturer/Vemaardiger:  PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeflyd:

Date of registration:
Datum van registrasie

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
PHARMACIA & UPJOHN, NERVIANO MILAN ITALY
KHULULEKANI  LABOFU4TORY  SERVICES, MIDWND
RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
PHARMACIA & UPJOHN, MIDRAND RSA

24 months/maande

27 JUNE 2000
27 JUNE 2000



2 6  N o .  2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration nmnber/Registrasienommer 33/26/0 i 04

Name of medicine/Naam  van medisyne: ADIUBLASTINA CSV 50 MG/25  ML

Dosage fondDoseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe  bestanddele:
EACH 25,0 ml SOLUTION CONTAINWELKE 25,0 ml OPLOSSING BEVAT:
DOXORUBICIN  HYDROCHLORIDE/
DOKSORUBMIENHIDROCHLORIED  . . 50,0 mg

Conditions of registratiofloorwaardes  vir registrasie:
i,2,3,4,5a,6,7

Applicant/Applikant: PHARMACIA & UPJOHN (PTY) LTD

Manufacturer/Vervaardiger:  PHARMACIA  & UPJOHN, BENTLEY AUSTRALIA

PackeriVerpakker: PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

Laboratory/Laboratorium: PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
PHARMACIA  & UPJOHN, NERVIANO  MILAN ITALY
KHULULEKANI  LA.BOR4TORY  SERVICES, MIDRAND
RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
PHARMACIA  & UPJOHN, MIDR4ND  RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 27 JUNE 2000
Datum van registrasie 27 JUNIE 2000



STAATSKOERAN1 -, 22 SEPTEMBER 2000 No. 2 1 5 7 6  2 7

Registration number/Registrasienommer: 3 1/2.7/0466

Name of medicine/Naam  van medisyne: NUROFEN FOR CHILDREN SUGAR FREE

Dosage form/Doseringsvorrn: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/
ELKE 5,0 ml SUSPENSIE BEVAT:
IBUPROFEN . . . 100,0 mg

Conditions of registraticm/Voorwaardes  vi; registrasie:
1, 2,3,4, 5a, 6, 7, 8a, 9

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

ManufacturerWemaardiger: BOOTS, NOITINGHAM UK

PackerlVerpakker: BOOTS, NOTTINGHAM UK

Laboratory/Laboratonum: BOOTS, NOTTINGHAM UK
R&C PHARMACEUTICALS, MOBENI RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 28 JUNE 2000
Datum van registrasie 28 JUNIE 2000



2 8  N o .  2 1 5 7 6 GOVERNMENT GAZE”rTE,  22 SEPTEMBER 2000

Registration number/Registrasienommer: 33/26/0 105

Name of medicine/Naam  van medlsyne: AD RIBLASTINA CSV 200 MG/I 00 ML

Dosage forrn/Dosenngsvorm: INJECTION/TNSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 100,0 ml SOLUTION CONTAINWELKE  100,0 ml OPLOSSING  BEVAT:
DOXORUBICIN HYDROCHLORIDE/
DOKSORUBISIENHIDROCHLORIED  . ..200.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4, 5a,6. 7

Applicant/Applikant: PHARMACIA & UPJOHN (PTY) LTD

iManufacturer/Vervaardiger:  PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
KHULULEKANI LABOIUTORY SERVICES,
MIDRAND RSA
PHARMACIA & UPJOHN, NERVIANO MILAN ITALY
PHARMACIA & UPJOHN> MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

24 months/maande

28 JUNE 2000
28 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 2 1 5 7 6  2 9

Registration number/Registrasienornrner: 3 1/3. 1/0636

Name of medicine/Naam  van medisyne: PROFLEX 500

Dosage ford” oseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele
EACH TABLET CONTANYELKE  TABLET BEVAT:
NAPROXEN . ..500.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1, 2, 3, 4, 5a, 6, 7

Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger:  CLONMEL CHEMICALS(HEALTHCARE), TIPPERARY
IRELAND

Packer/Verpakker:
IRELAND

Laboratory/Laboratoriu m:
IRELAND

TECHNIKON

Shelf-lifelRakleeftyd:

Date of registration:
Datum van registrasie

CLONMEL CHEMICALS(HEALTHCAR.E),  TIPPERARY

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

CLONMEL CHEMICALS(HEALTHCARE),  TIPPERARY

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA
INSTITUTE FOR PHARM & CHEM SERVICE,

PRETORLA  RSA
TRIOMED,  DURBANVILLE RSA

36 months/maande

28 JUNE 2000
28 JUNIE 2000

00048076--C



30 N o .  2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Regktration  number/’Registrasienommer.  32/26/0533

Name of medicine/Naam  van medisyne: CAELYX

Dosage form/Doseringsvorm: INFUSION (PARENTERAL) /
INFUUS (PARENTHWAL)

Active ingredients/Aktiewe  bestanddele:
EACH 1,0 ml CONCENTRATE CONTAINS/
ELKE 1,0 ml KONSENTRMT BEVAT:
DOXORUBICIN HYDROCHLORIDE/
DOKSORUBISIENHIDROCHLORIED ,.. 2,0 mg

Conditions of registratiofloomaardes  vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant:

Manufacturer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

SCHERING-PLOUGH (PTY) LTD

BEN VENUE LABORATORIES, OHIO USA

BEN VENUE LABORATORIES, OHIO USA
SCHERING-PLOUGH,  HEIST-OP-DEN-BERG BELGIUM
SCHEIUNG-PLOUG~ ISANDO RSA

BEN VENUE LABORATORIES, OHIO USA
SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM
SCHERING-PLOUGH,  ISANDO RSA

24 months/maande

28 JUNE 2000
28 JUNIE 2000



STAATSKOERANT,  22 SEPTEMBER 2000 No. 21$76 31

Registration number/Registrasienommer: 32/3.1!0353

Name of medicine/Naam  van medisyne: ARTHROTEC 75

Dosage form/Dosenngsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINWELKE TABLET BEVAT:
DICLOFENAC SODI WATRIUMDIKLOFENAK . ..75.0 mg
MJSOPROSTOL . ..200.0 mcg

Conditions of registratiofloonvaardes  vir registrasie:
1,2,3, 4, 6, 7

Applicant/Applikant: SEARLE, DMSION OF MONSANTO SA (PTY) LTD

Manufacturer/Vervaardiger:  SEARLE, MORPE1l-I NORTHUMERLAND UK

PackeriVerpakker: SEARLE, MORPETH NORTHUMERLAND UK

Laboratory/Laboratonum: SEARLE, MORPETH  NORTHUMERLAND UK
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG,  RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
RSA
SEARLE, DMSION OF MONSANTO SA, MIDRAND RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 28 JUNE 2000
Datum van registrasie 28 .TUNIE 2000



3 2  PJo. 2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

F@isu ~tion ~~till~b\r/R;  :istrfisieilo[~)]ller:  ~ 71/7. 1.3/(?506

Nzme of medic  ine/lNaa:.  van medis>me: EX,4LAHEXAL  5

Dosage fonltiDoserillgs~orltl: TABLET

Actit’e  iIlgredients/W~i~:\’.c  bestancidele:
E.ACH T.AB1.. ET CONT  ii ,N.$’ELKE T.ABLE -i- E EVAT:
ENAL.APRIL  LLALEATc $,n ~~g

Conditions of registratiol~ll’oonvoardes  \ir registrasie:
!. 2. 3.4. 5P,. ‘;. ?

Appl icant/App  likant: HEXAL PM4R\lA (S.4) (Pm) LTD

Manufacturer/1’emaardiger: GEA FARMACEUTISK.  I-WIDOVRE,  DENMARK

Laboraton/L:lboratontlltl:

S1~elf-life/RakleeR~d:

Date of registration:
Datum van registrasie

G5.4 FAR~I  A ( ‘EUTISF1,  HVIDOVRE,  DEN.MARK
DIVPHJHQM  ik4NUFACTURJNG  AND PACKAGING,
LONGDALE RSA

GEA FANIACEUTISK. HVIDOVRE.  DEhrMARK
COt’!SULTINLI  CHEN[lCAL  L,4B,  ST.4R STREET
BOKSBURG.  RSA
HEXAL PHAkI\lA  , \VESTMEAD  RSA

~~ montlls/rnaanrje

28 J~TE 2000
28 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 N o .  2 1  S76 3 3

Registration number/Registra.sienommer: 33i7.1.310507

Name of medicine/Naam  van medisyne: ENALAHEXAL 10

Dosage form/Dosenngsvorrn: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
ENALAPRIL MALEATE . ..10.0 mg

Conditions of registration/Voorwaardes  vir registrasie:
i,2,3,4,5~  6,7

Applicant/Applikant: HExAL PHARMA (SA) (PTY) LTD

Manuticturer/Vervaardiger:  GEA FARMACEUTISK, HVIDOVRE,  DENMARK

Packer/Verpaldcer:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

GEA FARMACELJITS~  HVIDOVRE, DENMARK
DIVFWARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

GEA FARMACEUTISK,  HVIDOVRE,  DENMARK
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
HEXAL PHARMA , WESTMEAD RSA

24 months/maande

28 JUNE 2000
28 JUNE 2000



3 4  N o .  2 1 5 7 6 GoVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration nllmber/Registrasienomn~  er: 33/7, 1.3/05 08

Name of medicine~aam  van medis~e: ENALAHEXAL 20

Dosage fofloseringsvorm: TABLET

Active ingredients/Miewe  bestanddele:
EACH TABLET CONTAINS~LKE  TABLET BEVAT:
ENALAPWL  MALEATE . . . 20,0 mg

Conditions of registratiofloowaardes  vir registrasie:
l,2,3,4,5a,6,7

ApplicantiApplikant: HEXAL PHARMA (SA) (PTY) LTD

Manufacturer~ewaardiger:  GEA FARMACE~ISK,  HVIDOVRE, DENW

PackerNerpakker:

Laboratory~aboratorium:

Shelf-lifeNlee@d:

Date of registration:
Datum van registrasie

GEA FARMACE~ISK,  HVIDOW, DENMA~
DIVPHARM MANUFAC~~G AND PACKAGWG,
LONGDALE RSA

G E A  FARMACE~ISK,  HVIDOVR.E, DEN W
CONSULT~G  CHEMICAL LAB, STAR STREET
BOKS13URG,  RSA
HEXAL PHARMA , WESTMEAD RSA

24 monthslmaande

28 JUNE 2000
28 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 2 1 5 7 6  3 5

Registration number/Registrasienommer: 3217. 1/0556

Name of medicine/Naam  van medisyne: CARDUIU4 XL 4 mg TABLETS

Dosage form/Doseringsvorrn: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINWELKE TABLET BEVAT:
DOXAZOSIN . ..4.0 mg

Conditions of registration/Voomvaardes  vir registrasie:
1,2,3,4, 5Z 6,7

Applicant/Applikant: PFIZER LABORATORIES (PTY) LTD

Manufacturer/Vervaardiger:  PFIZER, BROOKLYN NY USA

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/RaMeeftyd:

Date of registration:
Datum van registrasie

HEINRICH  MACK NACHFOLGE~
ILLERTISSEN GERMANY
PFIZER AMBOISE FRANCE

PFIZER, BROOKLYN NY USA
PFIZER LABS, PIETERMARITZBURG  RSA

24 months/maande

28 JUNE 2000
28 JUNIE 2000



3 6  No. 2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration nurnber/Registrasienommer: 32/7 110557

Name of medicine/Naam  van medisyne: CARDURA  XL 8 mg TABLETS

Dosage forrn/Dosenngsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
DOXAZOSIN ‘. 8,0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2,3, 4,546,7

Applicant/Applikant: PFIZER LABORATORIES (PTY) LTD

Manufacturer/Vervaardiger:  PFIZER BROOKLYN NY USA

PackerNerpakker: HEINRICH MACK NACHFOLGER, ILLERTISSEN
GERMANY
PFIZER  AMBOISE FRANCE

Laboratory/Laboratorium: PFIZER, BROOKLYN NY USA
PFIZER LABS, PIETERMARITZBURG RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 28 JUNE 2000
Datum van registrasie 28 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 2 1 5 7 6  3 7

Registration number/Registrasienommer: 32/1 1.4.3/0604

Name of medicine/Naam  van medisyne: HISTAK 75 TABLETS

Dosage forrn/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddeie:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT :
RANITIDINE HYDROCHLORIDE/
RANITIDIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT  AAN
RANITIDINERANITIDIEN  . ..75.0 mg

Conditions of registration/Voomvaardes  vir registrasie:
1,2. 3,4,6,7

Applicant/Applikant: RANBAXY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  RANBAXY, PAONTA SAHIB INDIA

Packer/Ver@cker: RANBAXY,  PAONTA SA.HIB INDIA

Laboratory/Laboratorium: RANBAXY,  PAONTA SAHIB INDIA
RANBAXY, BRYANSTON RSA
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
KHULULEKANI  LABORATORY SERVICES,
MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 30 JUNE 2000
Datum van registrasie 30 JUNIE 2000



38 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 33/20.1,1/0511

Name of medicine/Naam  van medisyne: ROLAB-CEPHALEXIN  500C

Dosage form/Doseringsvorm: CAPSULEWKAPSULES

Active ingredients/Aktiewe bestanddele:
EACH CAPSULE CONTAINS/ELKE  KAPSUUL BEVAT:
CEPHALEXIN  . ...500.0 mg

Conditions of registration/Voorwaardes  vir registrasie:
1,2,3,4,  5~6,7

ApplicantlApplikant: ROLA13 (PTY) LTD

ManufacturerWervaardiger:  BIOCHEMIE  GmbH, KUNDL TIROL AUSTRIA

PackerlVerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleefty&

Date of registration:
Datum van registrasie

BIOCHEMIE  GmbH, KUNDL TIROL  AUSTRIA
DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

BIOCHEMIE GmbH> KUNDL TIROL AUSTRIA
NOVARTIS, SPARTAN KEMPTON PARK RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

24 months/maande

30 JUNE 2000
30 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No.21!576 3 9

Registration number/Registrasienommer: 34/20. 1. 1/0002

Name of medicine/Naarn  van medisyne: TAVANIC I.V. 250

Dosage form/Doseringsvorm: INFUSION (PAR.ENTERAL)/INFUUS
(PARENTERAAL)

Active ingredients/Aktiewe bestanddele:
EACH 50,0 ml SOLUTION CONTAINWELKE 50,0 ml OPLOSSING  BEVAT :
LEVOFLOXACIN . ..250.0 mg

Conditions of registration/Voonvaardes  vir registrasie:
1,2, 3, 4, 5a, 6, 7

Applicant/Applikant: HOECHST MARION ROUSSEL LTD

Manufacturer/Vervaardiger: HOECHST WON ROUSSEL, FRANKFURT
W/GERMANY -

PackerNerpakker:
W/GERMANY

Laboratory/Laboratoriu m:
W/GERMANY

Shelf-life/Rakleeftyd:

HOECHST MARION ROUSSEL, FR4NKFURT

HOECHST  WON ROUSSEL, WALTLOO RSA

FIOECHST  MARION ROUSSEL, FRANKFURT

HOECHST MARION ROUSSEL, WALTLOO RSA

24 months/maande

Date of registration: 30 JUNE 2000
Datum van registrasie 30 JUNIE 2000



4 0  N o .  2 1 5 7 6 GOVERNMENT GAZEITE,  22 SEPTEMBER 2000

Noil]~  of nwcjiclnc/Naanl  van I]lcdJs}J]c.  LENACLOR  250

Dosage forlltiDoseritlgs\orll~: CAPSULES/KAPSULES

Ac(i\ c il]grcdieilts/Akt  ie\\c bcstancldcle:
EACH CAPSULE CONTAINS/ELKE KAPSUUL BEVAT:
CEFACLOR . ..250.0 mg

Conditions of registration/Voon\aardes vir registrasie:
1.2. 3.4, 5a,6,7

Ap\}licai~t/Al]plik:\l~t: ELI LILL’I’ (SA) (PTY)  LTD

Nlnl~ufilctllrcrNcl~nardigcr:  ELI LILLY, FLORENCE ITALY

PwJwr/Vcrpal&cr: ELI L[LLY.  FLORENCE ITALY

L;lbo~ltoq/Laboratorittill:  ELf  LILLY. FLORENCE ITALY
CONS(JLTING CHEMICAL L}\B. STAR STREET
130 KS13URG.  RSA
El-l LILLY. BRYANSTON RS,\
S(.) U-I-I I AFRICAN UUREAU OF ST~\NDAllDS.
PRETORIA RS}\

Sllclf-life/Raklccfl!cl: M lllo[ltlls/lll;lallclc

Dorc of registration: 30 JUNE 2000
Datum van rcgistrasic 30 JUNIE  2000



STAATSKOERANT, 22 SEPTEMBER 2000 No.  21$76 41

Registration number/Registrasienommer:  33/20.1.1/0226

Name of medicine/Naam  van medisyne: LENACLOR 500

Dosage forrrdDoseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe  bestanddele:
EACH CAPSULE CONTAINWELKE  KAPSUUL BEVAT:
CEFACLOR . ..500.0 mg

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5q  6,7  -

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Venzaardiger:  ELI LILLY, FLORENCE ITALY

PackerfVerpakker: ELI LILLY, FLORENCE ITALY

Laboratory/Laboratorium: ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
ELI LILLY, BRYANSTON RSA FPRR
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 30 JUNE 2000
Datum van registrasie 30 KJNIE 2000



4 2  No.  2 1 5 7 6 GOVERNMENT GAZEITE,  22 SEPTEMBER 2000

Registration number/Registrasienomm  er: 33/20. 1. 1/0227

Name of nledicine/Naam  van medisyne:  LENACLOR 125 P

Dosage form/Doseringsvom~: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/ELKE  5,0 ml SUSPENSIE:
CEFACLOR . ..125.0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4. 5a,6,7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  ELI LILLY, FLORENCE ITALY

PackerNerpakker: ELI LILLY, FLORENCE ITALY

Laboratory/Laboratorium: ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
ELI LILLY, BRYANSTON RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

Shelf-life/Raklee  ftyd: 24 months/maande

Date of registration: 30 JUNE 2000
Datum van registrasie 30 JUNIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 N o .  2 1 5 7 6  4 3

Registration number/Registrasienommer: 33/20. 1. 1/0229

Name of medicine/Naam  van medisyne: LENACLOR BD 187

Dosage forrn/Dosenngsvorm: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe  bestanddele:
EACH 5,0 ml SUSPENSION CONTAINS/ELKE  5,0 ml SUSPENSIE BEVAT:
CEFACLOR ,.. 187,5 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2, 3,4, 5a,6,7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Vemumiiger:  ELI LILLY, FLORENCE ITALY

PackerlVerpakker: ELI LILLY, FLORENCE IT.ALY

LaboratoryiLaboratorium: ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG,  RSA
ELI LILLY, BRYANSTON RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 30 JUNE 2000
Dahlm van registrasie 30 JUNIE 2000



4 4  No.  2 1 5 7 6 GOVERNMENT GAZEITE,  22 SEPTEMBER 2000

Registration number/Registrasienonm~  er: 33/20.1.1/0230

Name of medicine/Naam  van medisyne: LENACLOR BD FORTE 375

Dosage forrn/Doseringsvorm: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele:
EACH 5,0 ml SUSPENSION CONTAINSIELKE  5,0 ml SUSPENSIE  BEVAT:
CEFACLOR  . ..375.0 mg

Conditions of registration/Voonvaardes  vir registrasie:
1,2, 3,4, 5a,6.7

Applicant/Applikant: ELI LILLY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  ELI LILLY, FLORENCE ITALY

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
ELI LILLY, BRYANSTON RSA FPRR
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORL4  RSA

24 months/maande

30 JUNE 2000
30 JUNIE 2000
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Registration numberlllegistrasienommer: 32/1 1.5/0607

Name of medicine/Naam  van medisyne: SOFLAX TABLETS

Dosage fern-dlloseringsvorin: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS /ELKE TABLET BEVAT:
SENNOSIDE A & B, CALCIUM SALTS/
SENOSIEDE A & B, KALSIUM SOUTE 13,5 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4, 6,7

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD

Manufacturer/Vervaardiger: CIPLA LTD, BANGALORE INDIA

Packer/Verpakker: CIPLA LTD, BANGALORE INDIA

Laboratory/Laboratorium: CIPLA LTD, BANGALORE INDIA
CIPLA-MEDPRO,  ROSENPARK RSA

Shelf-lifelllaldeeftyd: 36 months/maande

Date of registration: 07 JULY 2000
Datum van registrasie 07 JULIE 2000

00048076—KI



4 6  No.  2 1 5 7 6 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 32/1 L51565

Name of medicine/Naam  van medisyne. BLACK FOREST APRICOT-APPLE

Dosage forrn/Doseringsvorm: DECOCTION/AFKOOKSEL

Active ingredients/Aktiewe  bestanddele:
EACH 2,5 g TEA CONTAINS/ELKE  2,5 g TEE BEVAT:
SE~TOSIDE B ,,. 27,81 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 6, 7

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD

ManufacturerNervaardiger: TECHNIKON LABORATORIES, FLORIDA RSA

Packer/Verpakker: TECHNIKON LABORATORIES. FLORIDA RSA

Laboratory/Laboratoriu m: TECHNIKON LABORATORIES, FLORIDA RSA
NOVARTIS, SPARTAN KEMPTON PARK RSA
INSPECTORATE M & L, ORMONDE RSA

Shelf-l ife/Rakleeftyd: 24 montl-dmaande

Date of registration: 07 JULY 2000
Datum van registrasie 07 JULIE 2000
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Registration number/Registras ienommer: 32/1 1,5/0566

Name of rnedicine/Naam  van medisyne: BLACK FOREST LEMON-LIME

Dosage forrnlllovenngsvorm: DECOCTION/AFKOOKSEL

Active ingredients/Aktiewe  bestanddele:
EACH 2,5 g TEA CONTAINWELKE 2,5 g TEE BEVAT:
SENNOSIDE B . 27,81 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant:

ManufacturerNervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

NOVARTIS SOUTH AFRICA (PTY) LTD

TECHNIKON LABORATORIES, FLORIDA RSA

TECHNIKON LABORATORIES, FLORIDA RSA

TECHNIKON LABORATORIES, FLORIDA RSA
NOVARTIS, SPARTAN KEMPTON PARK RSA
INSPECTORATE M & L, ORMONDE RSA

24 months/maande

07 JULY 2000
07 JULIE 2000



4 8  No.  2 1 5 7 6 GOVERNMENT GAZETTE,  22  SEPTEMBER 2000

Registration number/Registrasienonlmer: 33/26/0360

Name of medicine/Naam  van medis~me: CHIRON IL-2

Dosage forntiDoseringsvorm: INJECTION/TNSPUITfNG

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml CONTAINWELKE  1.0 ml BEVAT:
ALDESLEUKIN . ..18 MILLION IU

Conditions of registration/Voorwaardes  vir registrasie:
1,2, 3,4,6,7

ApplicantlApplikant: KEY ONCOLOGIC (PTY) LTD

Manufacturer/Vervaardiger: CHIRON CORPORATION EMERYWLLE CA, USA
CHIRON  BV, AMSTERDAM NETHERLANDS

Packer/Verpakker: CHIRON CORPORATION EMERYVILLE CA, USA
CHIRON BV. AMSTERDAM NETHERLANDS

Laboratory/Laboratorium: CHIRON CORPORATION EMERYVILLE  CA, USA
CHIRON BV, AMSTERDAM NETHERLANDS
CENTRAL LAB OF NETHERLANDS, AMSTERDAM
NETHERLANDS
KEY ONCOLOGIC, SANDTON RSA

Shelf-life/Rakleeftyd: 24 monthslmaande

Date of registration: 20 JULY 2000
Datum van registrasie 20 JULIE 2000
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Registration number/Registrasienommer:

Name of medicine/Naam  van medisyne:

Dosage form/Dosenngsvorm:

Active ingredients/Aktiewe  bestanddele:

33/10.2.1/0270

SABAX IPRATROPIUM  Br 0,25 MG/2 ML

SOLUTION/OPLOSSING

EACH 2,0 n-d SOLUTION CONT’AINS/ELKE  2,0 ml OPLOSSING BEVAT:
IPRATROPIUM
BROMIDE/13ROMIED  . . . 0,25 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3, 4, 5a, 6, 7

Applicant/Applikant: ADCOCK INGRAM LTD (CRITICAL CARE)

Manufacturer/Vervaardiger: ADCOCK INGR4M LTD, 1 SABAX RD JHB

Packer/Verpakker: ADCOCK INGRAM LTD, 1 SABAX RD JHB

Laboratory/Laboratoriu m: ADCOCK INGRAM LTD, 1 SABAX RD JHB

SheIf-life/Rakleeftyd: 24 months/maande

Date of registration: 31 JULY 2000
DahIm van registrasie 31 JULIE 2000



5 0  No.  2 1 5 7 6 G O V E R N M E N T  GAZE”l_TE, 22 SEPTEblBER  2000

Registration number/Regwtrasienommer: 34/20.2.8/0175

Name of imedicine/Naam  van medis}ne: NORVIR SEC 100 lmg

Dosage forntiDoserings  vorm: CAPSULEWK-APSULES

Active ingredients/Aktiewe bestanddele:
E.4CH CAPSULE CONTAINS/ELKE  KAPSULE BEVAT:
RITONAVIR . ..100.0 mg

Conditions of registration/Voonvaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: ABBOTT LABORATORIES SA (PTY) LTD

Manufacturer/Vervaardiger:  R P SCHERE~  ST PETERSBURG USA

Packer/Verpakker: ABBOTT, KENT UK

Laboratory/Laboratorium: R P SCHERE~ ST PETERSBURG USA
ABBOTT, KENT UK
ABBOTT, AEROTON RSA

Shelf-life/Rakleeftyd: 12 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000
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Registration nunlber/Registrasienonm]  cr: 33/7.3/01 26

Name of nvedicindNxml van mcdis)nc: MIGRANAL NASAL SPRAY

Dosage fonu/Doscringsvorn~:  . NASAL SPRAY/’NEUSSPROEI

Active ingredients/Aklic\ve bestmddclc:
EACH 1,0 ml SOLUTION CONTAINS/ELKE  1,0 ml OPLOSSING BEVAT:
DIHYDROERGOTAMINE  MESYLATE . ..4.0 mg

Conditions of registrationNoonwmrdes  vir registrasie:
l,2,3,4,5a76,7

A]]plicallt/Applika[lt: NOVARTIS SOUTH AFRICA (PTY) LTD

Mmmfhcturer/Vwwaordigcr:  NOVARTIS, MILAN, ITALY

PaclwrNwpakkcr: NOVARTIS,  MILAN, ITALY
NOVARTIS.  SPARTAN KEMPTON PARK RSA

Laboratory/Laboratorium: NOVARTIS, MILAN, ITALY
NOVARTIS,  SPARTAN KEMPTON PARK RSA

Sl~clf-life/R;lklccfi!’d: 24 nlontlw/nmandc

Date of registration: 3 I JULY 2000
Datum van registrasic 31 JULIE 2000



52 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Rcgistratio[l  i~Lllllbtr/Registrasiciloll~ll]cr: 32/1  1.+3/0665

Name of nwdicinc/?Namn  van mcdis!ne. ACIT’IDIN

Dosage fomtiDoseringsvorn~: TABLET

Active inycdicnts/Ahie\se  bestanddcle:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
RANITIDINE HYDROCHLORIDE/RANITIDIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT  AAN
RANITiDINE/RANJTIDIEN  75.0 mg

Conditions of registratioltiVoon\  aardcs vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: RANBAXY (SA) (PTY) LTD

Malll]factllrcrWcmaardiger:  RANBAXY, PAONTA SAHIB INDIA

Packer/Vwpakkcr:

LalJorato[y/Labor;ltoriltil~

Sl~clf-life/RaklcefiJd:

Date of registration:
Datum van rcgistrasic

RANBAXY, PAONTA SAHIB INDIA

RAN13AXY. PAONTA SAHIB INDIA
ALL[ANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS.
HILTON RSA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA
RANBAXY. BRYANSTON RSA

24 nlonths/nmmdc

31 .JULY 2000”
3 I JULIE 2000”



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 53

Registration number/Registrasienommer: 33/10,2/0416

Name of medicine/Naam  van medis~e: NUELIN SA 200

Dosage form/Doseringsvorm: TABLET

Active ingredientsJAktiewe  bestanddele:
EACH TABLET CONTAINWELKE TABLET BEVAT:
THEOPHYLLINE  . . . 200,0 mg

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5q  6,7

Applicant/Applikant: 3M PHARMACEUTICALS SA (PTY) LTD

Manufacturer/Vervaardiger: 3M, CHILVERS RD>THORNLEIGH,  AUSTRALIA

Packer/Verpakker: 3M, CFHLVERS RD,THORNLEIGH,  AUSTRALIA

Laboratory/Laboratorium: 3M. CHILVERS RD,THORNLEIGH, AUSTRALIA
3M, ISANDO RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000



54 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registras]  enonmler: 33/10.2/0417

Name of medicine/Naam  van medisyme: NUELIN SA 300

Dosage fomn/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
THEOPHYLLINE . ..300.0 mg

Conditions of registrationWoorwaardes  vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: 3M PHARMACEUTICALS SA (Pm LTD

Manufacturer/Vervaardiger: 3M, CHILVERS RD,THORNLEIGH,  AUSTRALIA

PackerNerpakker: 3M, CHILVERS RD,THORNLEIGH,  AUSTRALIA

Laboratory/Laboratorium: 3M, CHILVERS RD,THORNLEIGH,  AUSTRALIA
3M, ISANDO RSA

Shelf-life/Rakl  eeftyd: 36 monthslmaande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000
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Registration number/Registrasienommer: 32/21.5.1/0532

Nalme  of medicine/Naam  van rnedisjme: INFLANAZE 50

Dosage form/Doseringsvorm: NASAL SPR4Y/’NEUSSPROEI

Active ingredients/Aktiewe bestanddele:
EACH METERED DOSE CONTAINS/ELKE  AFGEMETE DOSIS BEVAT:
BUDESONIDE . . . 50,0 ug

Conditions of registration/Voorwaardes vir registrasie:
1, 2>3,4, 6, 7

Applicant/Applikant:

Manufacturer/Vervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Dahlm van registrasie

INGELHEIM PHARMACEUTICALS (PTY) LTD

RHONE:POULENC  RORE~ PORT ELIZABETH RSA

RHONE-POULENC RORER, PORT ELIZABETH RSA

RHONE-POULENC RORE~ PORT ELIZABETH RSA
JNGELHEIM PHARMACEUTICALS, RANDBURG RSA

24 months/maande

31 JULY 2000
31 JULIE 2000



56 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration nunlbcr/Registrasienommer: 31/3.1/0635

Name of nledicine/Naam  van medisyne: PROFLEX 250

Dosage forrdDoseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
NAPROXEN ,.. 250,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,  5a,6.7

Applicant/Applikant: TRIOMED  (PTY) LTD

Manufacturer/Vervaardiger:  CLONMEL CHEMICALS(HEALTHCARE), TIPPERARY
IRELAND

Packer/Verpakker: CLONMEL  CHEMICALS(HEALTHCARE),  TIPPERARY
IRELAND

DIVPHARM  MANUFACTURING AND PACKAGING>
LONGDALE RSA

Labowtory/Laboratonum: CLONMEL CHEMICALS(HEALTHCARE), TIPPERARY
IRELAND
DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON
PRETORIA RSA
TRIOMED, DURBANVILLE  RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 57

Registration numberlRegistrasienommer: 31/2.9/0047

Name of medicine/Naam van medisyne: NOBLIGAN CAPSULES

Dosage form/Doseringsvorm: CA f? SULES/KAPSULES

Active ingredients/Aktiewe  bestanddele:
EACH CAPSULE CONTAINS/ELKE  KAPSULE BEVAT:
TRAMADOL
HYDROCI-ILORIDE/HIDROCHLORIED  . ..50.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 546,7

Applicant/Applikant: JANSSEN PHARMACEUTICAL (PTY) LTD

ManufacturerWervaardiger: GRUNENTHAL, STOLBERG, GERMANY

Packer/Verpakker: GRUNENTHAL, STOLBERG, GERMANY

Laboratory/Laboratorium: GRUNENTHAL, STOLBERG, GERMANY
JANSSEN PHARMACEUTICA,
HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000



58 No. 21576 GOVERNMENT GAZE~E, 22 SEPTEMBER 2000

Registration numb er/Registrasienommer: 28/5.7.2/0210

hlarne of medic ine/Naam van lmedis?me: MERCK-METOCLOPRAMIDE

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAIIWVELKE TABLET BEVAT:
METOCL/OPRAMIDE  HYDROCHLORIDE (MONOHYDRATE)/
METOKLOPWUWEDHIDROCHLORIED  (MONOHIDRAAT)
EQUIVALENT TO/EKWIVALENT AAN
METOCLOPRAMIDE  HYDROCHLORIDE/
METOKLOPRAMIEDHII)ROCHLORIED  . ..10.0 mg

Conditions of registration/Voor-waardes  vir registrasie:
l,2,3,4,5a,6.7

Applicant/Applikant: MERCK PHARMACEUTICALS MANUFACTURING
(PTY) LTD

Manufacturer/Vervaardiger:  BE-TABS PHARMACEUTICALS, ROODEPOORT RSA

Packer  fVerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

BE-TABS PHARMACEUTICALS, ROODEPOORT RSA
WRAPSA, CENTURION RSA

BE-TABS PI-IARMACEUTICALS,  ROODEPOORT RSA
MERCK PHARMACEUTICALS MANUFACTUNNG
(PTY) LTD

24 months/maande

31 JULY 2000
31 JULIE 2000
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Registration number/Registrasienommer: 33/34/0726

Name of medicine/Naanl  van medisyne: INTRON A (I-ISA-FREE) REDIPEN
3 MILLION I,U.

Dosage form/Doseringsvoml: INJECTION/INS PUITiNG

Active ingredients/Aktiewe bestanddele:
EACH 0,2 ml SOLUTION CONTAINS/ELKE  0,2 ML OPLOSSING BEVAT:
INTERFERON ALFA -2b . ..3 million i.u.

Conditions of registration/Voonvaarcles  vir registrasie
l,2,3,4,5a,6.7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD

Manufacturer/Vervaardiger: SCHERING-PLOUGH,  INNISHANNON IRELAND

PackerNerpakker: SCHER.ING-PLOUGH, TNNISHANNON IRELAND
SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM
SCHERING-PLOUGH,  ISANDO RSA

Laboratory/Laboratorium: SCHERING-PLOUGH, INNISHANNON IRELAND
SCHERING-PLOUGH. ISANDO RSA

Shelf-life/Rakl  eeftyd: 15 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 3 I JULIE 2000



60 No. 21576 GOVERNMENT GAZEl_l_E,  22 SEPTEMBER 2000

Registration nun~ber/Registrasienonl  mer: 33134/0327

Name of medicinemaanl  van medisyne: INTRON A (HSA-FREE) REDIPEN
5 MILLION I.U.

Dosage forrn/Doseringsvorm: INJECTION/~  SPUIT~G

Active ingredients/Aktiewe  bestanddele:
EACH 0,2 ml SOLUTION CONTA~S~LKE 0,2 ml OPLOSS~G  BEVAT:
mTERFERON  ALFA-2,b ,,. 5 million i.u.

Conditions of registratiolfloowmrdes  vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: SCHERJNG-PLOUGH (PTY) LTD

ManufacturerNervaardiger:  SCHE~G-PLOUGH,  INNISH-ANNON IRELAND

packerNerpakker: SCHERING-PLOUGH,  INNISHANNON IRELAND
SCHEILING-PLOUGH,  HEIST-OP-DEN-BERG BELGIUM
SCHERING-PLOUGH,  ISANDO RSA

Laboratory’/LaboratoriL~m: SCHERING-PLOUGH,  13YNISHA~ON  IRELAND
SCHEPJNG-PLOUGH,  ISANDO RSA

Shelf-lifekkleefWd: I j nlonths/maande

Date of registration: 31 JULY 2000

Datum van registrasie 31 JULIE 2000
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Registration number/Registrasienomrner:  33/34/0328

Name of medicinelNaam van medisyne. INTRON-A (HSA-FREE)  REDIPEN 10
MILLION I.U.

Dosage forrdlloserin,gsvorm: I_NJECTION/TNSPUITING

Active ingredients/Alctiewe  bestandde!e:
EACH 0,2 ml SOLUTION CONTAl_NS/ELKE 0,2 ml OPLOSSING  BEVAT:
INTERFERON ALFA-2b . ..10 mdlion  i.u.

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3, 4,5% 6, 7

AppIicant./Appl  ikant: SCI-IERING-PLOUGH  (PTY) LTD

Manufacturer/Vervaardiger:  SCHERING-PLOUGH, INNISHANNON  IRELAND

PackerNerpakker: SCHERING-PLOUGH, INNISHANNON  IRELAND
SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM
SCHERING-PLOUGH,  ISANDO RSA

Laboratory/Laboratorium: SCHERING-PLOUGH, INNISHANNON  IRELAND
SCHERING-PLOUGM  ISANDO RSA

Shelf-lifehk]eefkyd: 15 n~onths/nwmde

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000
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Registration number/Registrasienon  liner: 32/15.4/0401

Name of medicine~aam  van medisyne: HYPOTEARS PLUS

Dosage form/Dosenngsvorm: SOLUTION/OPLOSSl_NG

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE  1,0 ml OPLOSSING  BEVAT:
POLYVIDONE . 50,0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger:  LABORATOHWS  CIBA VISION, CEDEX,FRANCE

Packer/Verpakker: LABOWTOIRES  CIBA VISION, CEDEX,FRANCE
NOVO NOR.DISK, JOHANNESBURG RSA

Laboratory/Laboratorium: LABOR.ATOIRES  CIBA VISION, CEDEX,FRANCE
NOVO NORDISK, JOHANNESBURG RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 31 JULY 2000
Datum van registrasie 31 JULIE 2000
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Registration number/Registrasienomn~er: 32/26/0198

Nmc of n~edicine/Nxm~  van medis>’ne: XELODA 150

Dosage fomtiDoserings\’orm: TABLET

Active ingredients/Ah-tie\ve bestanddele:
EACH TABLET CONTAINWELKE  TABLET BEVAT:
CAPEC[TAB[NE . ..150.0 mg

Conditions of registration/Voorm’aardes  vir wgistrasie:
1.2, 3,4, 5n,6,7

Appiicm[/Applikant: ROCHE PRODUCTS (PTY) LTD

MantlfacttlrcrNewaardiger:  HOFFMANN-LA ROCHE INC. NEW JERSEY USA

Packer/Verpakkcr: HOFFMANN-LA  ROCHE lNC, NEW JERSEY USA
F HOFFMANN-LA  ROCHE, WURMISWEG KAISERAUGST
SWITZERLAND
ROCHE, ISANDO RSA ,

Laborato~/Laboratori l[n~: HOFFMANN-LA ROCHE lNC, NEW JERSEY USA
ROCHE, ISANDO RSA
F HOFFMANN-LA ROCHE, GREN, BASLE SWITZERLAND
ROCHE. HERTFORDSI-IIRE  UK

Date of registration: 31 JULY 2000
Datum van registrasic 3 I JULIE 2000



64 N0,21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration mlmber/Registrasienommer. 30/5.4,1/0446

Name of medicine/Naam van medisyne:  CABASER 1 MG

Dosage forrm’lloseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT :
CAB ERGOLNE  . ..1.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2, 3,4, 5q 6,7

ApplicantiApplikant: PHARMACIA  & UPJOHN (PTY) LTD

Manufacturer/’Vervaardiger:  PFL4RMACIA  & UPJOHN, NERVIANO MILAN ITALY

Packer/Verpakker: PHARMACIA & UPJOHN, NERVIANO MILAN ITALY
PHARMACIA & UPJOHN, ASCOLI PICENO ITALY

Laboratory/Laborato rium: PHARMACIA  & UPJOHN, NERVIANO MILAN ITALY
PHARMACIA & UPJOHN, ASCOLI PICENO ITALY
KHULULEKANI  LABORATORY SERVICES,
MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
PHARMACIA  & UPJOHN. MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 03 AUGUST 2000
Datum van registrasie 03 AUGUSTUS 2000
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Registration number/Registrasienommer: 32/2.5/0662

Name of medicine/Naam van medisyne:  TOPAMAX 15 MG SC

Dosage form/Doseringsvorm: CAPSULESKAPSULES

Active ingredients/Aktiewe bestanddele:
EACH CAPSULE CONTAINS/ELKE  KAPSULE BEVAT:
TOPIRAMATE .,. 15,0 mg

Conditions of registratiofloorwaardw  vir rqistrasie:
1,2, 3,4,6,7 ,

ApplicantiApplikant: .JANSSEN  PHARMACEUTICAL (PTY) LTD

Manufacturer/Vemaardiger:  INTERNATIONAL PROCES CORP, WINCHESTER
KENTUCKY USA
MC NEIL PHARMACEUTICAL. DORADO PUERTO RICO

Packer/Verpakker: MC NEIL PHARMACEUTICAL, DORADO PUERTO RICO
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE RSA

Laboratory/Laboratonum: MC NEIL PHARMACEUTICAL, DORADO PUERTO RICO
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE RSA

Shelf-! ifekikleeftyd: 24 months/maande

Date of registration: 03 AUGUST 2000
Datum van registrasie 03 AUGUSTUS 2000

—



66 No. 21576 GOVERNMENT GAZE-fTE.  22 SEPTEMBER 2000

Registration number/Registrasienonm~er: 32/2,5/0663

Name of medicinel?laam  van me(hsyne: TOPAMAX 25 MG SC

Dosage forrnllloseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe  bestanddele:
EACH CAPSULE CONTAINS/ELKE  KAPSULE BEVAT

TOPIRAMATE .,, 25,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: JANSSEN PHARMACEUTICAL (PTY) LTD

Manufacturer/Vervaardiger:  INTERNATIONAL PROCES CORP, WINCHESTER

PackeriVerpakker:

Laboratory/Laboratoriu  m:

Shelf-life/Rakleeflyd:

Date of registration:
Datum van registrasie

KENTUCKY USA

MC NEIL PHARMACEUTICAL, DORADO
PUERTO RICO
JANSSEN PHARMACEUTICAL, HALFWAY
HOUSE RSA

MC NEIL PHARMACEUTICAL, DORADO
PUERTO RICO
JANSSEN PHARMACEUTICAL, HALFWAY
HOUSE RSA

24 months/maande

03 AUGUST 2000
03 AUGUSTUS 2000
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Registration number/Registrasien  ommer: 32/2.5/0664

Name of medicinefNaam  van medisyne: TOPAMAX 50 MG SC

D o s a g e  formllloseringsvorm: CAPSULESK4PSULES

Active ingredients/Aktiewe b~standdde:
EACH CAPSULE CONTAINS/ELKE  KAPSULE BEVAr:
TOPIRAMATE  . ..50.0 rng

Conditions of registratiofloorwaardes  vir registrasie:
i,2,3,4,6,7

Applicant/Applikant: JANSSEN PHARMACEUTICA-(PTY)  LTD

Manufacturer/VervaardiEer:  INTERNATIONAL PROCES CORP, WINCHESTER

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-l ife/Rakleeftyd:

Date of registration:
Datum van registrasie

KENTUCKY USA
MC NEIL PHARMACEUTICAL, DORADO PUERTO
R i c o

MC NEIL PHARMACEUTICAL, DORADO PUERTO
Rxco
JANSSEN PHARMACEUTICAL, HALFWAY
HOUSE RSA

MC NEIL PHARMACEUTICAL, DORADO PUERTO
R i c o
JANSSEN PHARMACEUTICAL, HALFWAY
HOUSE RSA

24 months/maande

03 AUGUST 2000
03 AUGUSTUS 2000



68 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 34/20.2.6/0161

Name of medicine/Naam  van medisyne: RIAMET

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe  bestrmddele:
EACH TABLET CONTAINWELKE TABLET BEVAT:
ARTEMETHER . ...20.0 mg
LUMEFANTIUNE  1 2 0 , 0  mg

Conditions of registration/Voorwaardes vir registrasie:
1, 2, 3,4, 5a,6,7

ApplicantiApplikant: NOVARTIS SOUTH AFRICA (PTY) LTD

Manufacturer/Vervaardiger:  NOVARTIS,  LICHTSTRASSE  BASLE SWITZERLAND

Packer/Verpakker: NOVARTIS, STEIN SWITZERLAND
NOVARTIS, SPARTAN KEMPTON PARK RSA

Laboratory/Laboratorium: NOVARTIS, LICHTSTRASSE  BASLE SWITZERLAND
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 24 month.dmaande

Date of registration: 03 AUGUST 2000
Datum van regk.trasie 03 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 69

Registration number/llegistrasienommer: E/11.8/668

Name of medicine/FJaam van medisyne: SCHERIPROCT SUPPOS~ORiES

Dosage form/Doserings~ orm: SUPPOSITORY/SETPIL

A c t i v e  ingredients/Aktiewe  bestanddele:
EACH SUPPOSITORY CONTAINS/ELKE  SETPIL BEVAT :
CINCHOCAINE  HYDROCHLORIDE . . . 1,0 mg
PREDNISOLONE HEXANOATE  . . . 1,3 mg

Conditions of registratiom~oorwaardes  vir r:gistrasie:
1,2, 3,4, 5% 6,7

Applicant/Appiikant: SCHEWNG  (PTY) LTD

Manufacturer/Vervaardiger:  BOEHR.INGER  INGELHEIM,  FLORENCE ITALY
SCHER.ING, BERLIN GERMANY

Packer/Verpakker: BOEHRINGER  INGELHEIM, FLORENCE ITALY
SCHERING, BERLIN GERMANY

Laboratory/Laboratorium: BOEI-RINGER  INGELHEIM, FLORENCE ITALY
SCHERING, BERLIN GERMANY
SCHEFUNG, MIDR4ND  RSA

Shelf-lifekkleeftyd: 24 months/maande

Date of registration: 03 AUGUST 2000
Datum van registrasie 03 AUGUSTUS 2000



70 No. 21576 GOVERNMENT GAZEITE, 22 SEPTEMBER 2000

Registration nunlber/Registrasienomn~er: E/l 1.8/667

Name ofmedicine/Naam  van medisyne: SCHERIPROCT  OINTMENr

Dosage form/Doseringsvorm: OINTMENT/SALF

Active ingredients/Aktiewe bestanddele:
EACH 100,0 g OINTMENT CONTAIN S/ELKE 100,0 g SALF ONTVANG:
CINCHOCAINE  HYDROCHLORIDE . ..0.5 g
PREDNISOLONE  HEXANOATE . ..0.19 g

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: SCHERING (PTY) LTD

Manufacturer/Vervaardiger: SCHERING, BERLIN GERMANY
SCHJRING,  MILANO ITALY

Packer/Ve~akker: SCHERING, BERLIN GERMANY
SCHERING, MILANO ITALY

Laboratory/Laboratorium: SCHERING, BERLIN GERMANY
SCHERING, MILANO ITALY
SCHERING, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 monthstmaande

Date of registration: 03 AUGUST 2000
Datum van registrasie 03 AUGUSTUS 2000



STAAH3KOERAN1,  22 SEPTEMBER 2000 No. 21576 71

Registration number fRegistrasienommer:  32/8. 310166

Name of medicine/Naam  van medisyne: VENOFER

Dosage ford’oseringsvorm: INJECTION/INS PUITING

A c t i v e  ingredientsi.kktiewe  bcxtwklele:.
EACH 5,0 ml AMPOULE CONTAINS/ELKE  5,0 ml AMPULE BEVAT:
IRON/YSTER  . . . 100,0 mg

Conditions of registration/Voorvvaardes  vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: BYK MADAUS (PTY) LTD

Manufacturer/Vervaardiger: BYK GULDEN, SINGEN, GERMANY

PackerlVerpakker: BYK GULDEN, SINGEN, GERMANY

Laboratory/Laboratorium: BYK GULDEN, SINGEN, GERMANY
VIFOR (INT.), SWITZERLAND
BYK MADAUS, MIDRAND RSA

Shelf-life/Rakleeftyd: 60 months/maande

Date of registration: 03 AUGUST 2000
Datum van registrasie 03 AUGUSTUS 2000



72 No. 21576 GOVERNMENT GAZE”TTE, 22 SEPTEMBER 2000

Regstrot]on llunlber/RcglstrasleIlo[llnler-. 33/1 6.4/0280

Name of rnedicine/Naanl  van medis~me: PERIOCHIP

Dosage forrn/Doseringsvornl: CHIP (DENTAL) /SKYFIE(TANDHEELKUNDIG)

Active ingredients/.4ktiewe bestanddele:
EACH CHIP CONTAINS/ELKE  SKYFIE BEVAT:
CHLORHEXIDINE
GLUCONATE/GLUKONAAT  2 , 5  mg

Conditions of registratiouWoorwaardes vir registrasie:
1,2. 3,4, 5a,6,7

Applicant/Applikant: MC PHARMA CC

Manufacturer/Vervaardiger:  PERIO PRODUCTS, JERUSALEM, ISRAEL

Packer/’Verpakker: PERIO PRODUCT-S, JERUSALEM, ISRAEL

Laboratog’/Laboratorium: PERJO PRODUCTS, JERUSALEM, ISRAEL
INSPECTORATE hf & L, ORMONDE RSA
MC PHARMA CC, MEYERSPARK RSA

Sllelf-life/Rakleeftyd: 24 months/maande

Date of registration: 04 AUGUST 2000
Datum van registrasie 04 AUGUSTUS 2000
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Registration number/Registrasienommer: 29/9/0242

Name of medicine/Naam van medisyne:  ESPERAL IMPLANTS

Dos ,ge fornflosexingsvorm: IMPLANT/INPLANTERING

Act]ve mgredients/Akiiiewe  bestwdctei~:
EACH IMPLANT CONTAINWELKE  INPLANTERING  BEVAT:
DISULFIRAM . ..100.0 mg

Conditions of registration/Voorwaa roles vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: M KATOVSKY CC

Manufacturer/Vervaardiger: KELA LABORATORIA NV, HOOGSTRATEN BELGIUM

PackerlVerpakker; KELA LABORATOIZIA  NV, HOOGSTRATEN BELGIUM
PHARMACEUTICAL ENTERPRISES, HOWARD
PLACE RSA

Laboratory&aboratonum: KELA LABORATORLA NV, HOOGSTRATEN BELGIUM
M KATOVSKY, SEA POINT

Shelf-life/RakleeRyd: 24 months/maande

Date of registration: 07 AUGUST 2000
Datum van registrasie 07 AUGUSTUS ‘2000



74 NO. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration rmrnber/Registrasienornmer: 33/21.5.4/0413

Name of rnedicine/Naam  van medisyne: SERETIDE 50/100 ACCUHALER

Dosage forrrulloseringsvorm: INHALER/INHALEERDER

Active ingredients/Aktiewe bestanddele:
EACH BLISTER CONTAINWELKE STULPVERPAKKING  BEVAT:
FLUTICASONE PROPIONATIYFLUTIKASOONPROPIONAAT . ..100.0 ug
SALMETEROL XINAFOATE
EQUIVALENT TO/EKWIVALENT  AAN
SALMETEROL . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 50,0 Ug

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD

Manufacturer/Vervaardiger: GLAXO WELLCOME, HERTFORDSHIRE  UK

Packer/Verpakker: GLAXO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, MIDI&OID RSA
GLAXO WELLCOME, BAD OLDESLOE GERMANY

Laboratory/Laboratorium: GLAXO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, MIDIU4ND RSA

Shelf-life/Rakleeftyd: 18 months/maande

Date of registration: 11 AUGUST 2000
Datum van registrasie 11 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 75

Registration number/Registrasienommcr: 33/21,5,4/0414

Name of medicine/Naamvan  rnedisyne: SERETIDE  50/250 ACCUHALER

Dosage fotioseringsvorm: INHALERANHALEERDER

.Active irqyed”ients/Aktie}v~  bestanddele:
EACH BLISTER CONTAINS/ELKE  STULPVERPAKKING  BEVAT:
FLUTICASONE  PROPIONATE/FLUTIKAS OONPROPIONAAT . ..250.0 ug
SALMETEROL XTNAFOATE
EQUIVALENT TO/’EKWTVALENT AAN
SALMETEROL  5 0 , 0  ug

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applika.nt: GLAXO WELLCOME SA (PTY) LTD

Manufacturer/Vervaardiger:  GLAXO WELLCOME, HERTFORDSHIRE UK

Packer fVerpakker: GLAXO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, BAD OLDESLOE GERMANY
GLAXO WELLCOME, MIDRAND RSA

Laboratory/Laboratorium: GLA.XO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, MIDRAND RSA

Shelf-life/Rakleeftyd: 18 months/maande

Date of registration: 11 AUGUST 2000
Datum van registrasie 11 AUGUSTUS 2000



76 No. 21576 GOVEFINMENT  GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienonlmer: 33/21,5.4/0415

Name of medicineiNaam  van medisyne: SERETIDE 50/500 ACCUHALER

Dosage form/Dosenngsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH BLISTER CONTA.TNWELKE  STULPVER.PAKKING  BEVAT:
FLUTICASONE  PROPIONATE/FLUTIKAS OONPROPIONAAT 500,0 ug
SALMETEROL XINAFOATE
EQUIVALENT TO/EKWIVALENT  AAN
SALMETEROL . . . 50,0 ug

Conditions of registration/Voorwaardes vir registrasie:
1,2,3, 4,5a, 6,7

Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD

Manufacturer/Vervaardiger:  GLAXO WELLCOME, HERTFORDSHHLE  UK

Packer fVerpakker: GLAXO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, MIDRAND RSA
GLAXO WELLCOME, BAD OLDESLOE GERMANY

Laboratory/Laboratorium:  GLAXO WELLCOME, HERTFORDSHIRE  UK
GLAXO WELLCOME, MIDRAND RSA

Shelf-life/Rakl  eeftyd: 18 months/maande

Date of registration: 11 AUGUST 2000
Datum van registrasie 1 ! AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 77

Registration mlmber/Registras  ienommer: 33/5,8/0089

Name of medicine/’Naam  van medisyne: DIMUCON  PAEDIATRtC ELIXIR

Dosage fordloseringsvorrn: LIQUIDIVLOEISTOF

Ac?llc ing ~&~rt~s/&ti~sre  bestanddelc.
EACH 5,0 ml LIQUID CONTAINWELKE 5,0 ml VLOEISTOF  BEVAT:
BROMPHENHL4MINE  MALEATE/
13ROMFENIRAMIENMALEAAT  . . 1,0 mg
PHENYLPROPANOLAMINE HYDROCHLORIDE/
FENIELPROPANOLAMIENHIDROCHLOWED  . . . 6:25 mg

Conditions of registratiofloorwaardes  vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant:

ManufacturerlVervaardiger:

PackerNerpakker:

Laboratory/Laboratoriunl:

Shelf-lifelRakleeftyd:

Date of registration:
Dahlm van registrasie

PHARMACARE  LIMITED

SAD SELF MEDICATION, EAST LONDON WA

SAD SELF MEDICATION, EAST LONDON RSA

SAD SELF MEDICATION, EAST LONDON RSA
BIODAT, PORT ELIZABETH RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

24 monthdmaande

11 AUGUST 2000
1 I AUGUSTUS 2000



78 No. 2 1 5 7 6 GOVERNMENT” GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 33/20. 1,210461

Name of medicine/Naam  van rnedisyne: EFFICLAV 375 TABLETS

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINSiELKE  TABLET 13EVAT :
AMOXYCILLIN  TRIHYDRATE/AMOKSISILLIENTRIHIDMT
EQUIVALENT TO/EKWIVALENT  AAN
AMOXYCILLIPUAMOKSISILLIEN  . ..250.0 mg
POTASSIUM CLAVULANATE/KALIUMKLAVULANAAT
EQUIVALENT TO/EKWIVALENT  AAN
CLAVULANIC ACID/KLAVULAANSUUR . ..125.0 mg

Conditions of registration/Voorwaardes vir registrasie:
l,2,3,4,5a,6,7

ApplicantiApplikant: RANBAXY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  RANBAXY,  DEWAS INDIA

PackerWerpakker:

Laboratory/Laboratoriun~:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

RANBAXY, DEWAS INDIA

RANBAXY, DEWAS INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
KHULULEKANI  LABORATORY SERVICES,
MIDRAND RSA
RANBAXY, BRYANSTON RSA

24 monthshaa.nde

11 AUGUST 2000
11 AUGUSTUS 2000
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Registration number/Registrasienommer: 33/20. 1.2/0462

Name of medicine/Naarn  van medisyne: EFFICLAV 625 TABLETS

Dosage form/Dosenngsvorm: TABLET “$

Active ingredients/Aktiewe  bestanddcie:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
AMOXYCILLIN TIU1-lYDRATE/AMOKSISILLIENTWWDRAAT
EQUIVALENT TO/EKWIVALENT  AAN
AMOXYCILL17WAMOKSISILLIEN  . ..500.0 mg
POTASSIUM CLAVULANATE/KALIUMKL.  AVWANAAT
EQUIVALENT TO/EKWIVALENT  AAN
CLAVULANIC ACID/KLAVULAANSUUR  .  . . 1 2 5 . 0  m g  “

Conditions of registratiofloonvaardes  vir registrasie:
l ,2 ,3 ,4 ,5a ,6 ,7

Applicant/Applikant: RANBAXY (SA) (PTY) LTD

Manufacturer/Vervaardiger:  RANBAXY, DEWAS INDIA

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleei?yd:

Date of registration:
Datum van registrasie

RANBAXY, DEWAS INDIA

RANBAXY, DEWAS INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
KHULULEKANI  LABORATORY SERVICES,
MIDR4ND  RSA
RANBAXY, BRYANSTON RSA

24 months/maande

11 AUGUST 2000
11 AUGUSTUS 2000



80 NO. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration munber/Registrasienonlm  e r : 32/34/0328

Name of medicine/Naam  van medisyne: ADENOSCAN

Dosage fon~oseringsvorm: SOLUTION/OPLOSING

Active ingredients/Aktiewe  bestanddele:
EACH 10,0 ml VIAL CONTAINS/ELKE  10,0 ml FLESSIE BEVAT :
ADENOSIN 30,0 mg

Conditions of registrationlVoorwaardes vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: SANOFI - SYNTHELABO  (PT’Y) LTD

Manufacturer/Vewaarcliger:  SANOFI, NOTRE DAME DE BONNEVILLE FRANCE

Packer/Verpakker. SANOFI, NOTRE DAME DE BONDEWLLE FRANCE

Laboratory/Laboratorium: SANOFI, NOTRE DAME DE BONNEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA
INSPECTORATE M & L, ORMONDE RSA
PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Shelf-life/Rakleeftyd: 24 monthslmaande

Date of registration: 11 AUGUST 2000
Datum van registrasie 11 AUGUSTUS 2000
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Registration number/Registrasienommer: 32/5.7,2/0498

Name of medicine~aam  van medisyne: ZAMANON 50 MG IV

Dosage forrn/Dosenngsvorm: INJECTION/D ; SPUITl_NG

Act] ve irigrcaicnts/Aktiewe  bestanddclc:
EACH 2,5 ml SOLUTION CONTAINS/ELKE  2,5 ml OPLOSSING  BEVAT:
DOLASETRON  MESYLATE . ..50.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant

Manufacturer/Vervaardiger:

PackerWerpakker:

Laboratory/Laboratorium:

HOECHST MARION ROUSSEL LTD

GRUPPO LEPITIT SPA, ANAGNI ITALY

GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST MARION ROUSSEL> WALTLOO RSA

GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST  MARION ROUSSEL, WALTLOO RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 15 AUGUST 2000
Datum van registrasie 15 AUGUSTUS 2000



82 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 32/5.7,210496

Name of medicine/Naam van medisyne: ZAMANON 12,5 MG I.V

Dosage fonfloseringsvorm: INJECTION/INSPUITING

Active ingredients/Akti  ewe bestanddele:
EACH 0.625 ml SOLUTION CONTAINWELKE  0,625 ml OPLOSSING  BEVAT:
DOLASETRON MESYLATE . ..12.5 m.g

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3,4,6,7

Applicant/Applikant: HOECHST  MARION ROUSSEL LTD

Manufacturer/Vervaardiger: GRUPPO LEPITIT SPA, ANAGNI ITALY

PackerWerpakker: GRUPPC!  LEPITIT SPA. ANAGNI ITALY
HOECHST MARJON ROLJSSEL,  WALTLOO RSA

Laboratory/Laboratoriu m: GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST MARION ROUSSEL, WALTLOO RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 15 AUGUST 2000
Dahun van registrasie 15 AUGUSTUS 2000



STAATSKOERANT,  22 SEPTEMBER 2000 No. 21576 83

Registration number/Registrasienommer: 315.7.2/0499

Name of medicine/Naam  van medisyne: Z.AMANON 100 MG IV

Dosage forrn/Doseringsvorm: 11’JECTION/INSPUITING

Active ingredients/Aktiewe bests.rdele:
EACH 5,0 ml SOLUTION CONTAINS/ELKE  5,0 ml OPLOSWNG BEVAT:
DOLASETRON  MESYLATE . ..100.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2,3,4, 6,7

Applicant/Applikant: HOECHST  MARION ROUSSEL LTD

Manufacturer/Vervaardiger: GRUPPO LEPI?7T SPA, ANAGNI ITALY

Packer/Verpakker: GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST  WON ROUSSEL, WALTLOO RSA

Laboratory/Laboratorium: GRUPPO LEPITJT SPA, ANAGM  ITALY
HOECHST MARION ROUSSEL, WALTLOO RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 15 AUGUST 2000
Datum van registrasie 15 AUGUSTUS 2000



84 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 32/5 7 2/00497

Name of medicine/Naam van medisyne: ZAMANON 25 MG IV

Dosage form/Doseringsvorm: INJECTION/TNSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 1,25 ml SOLUTION CONTAINWELKE  1,25 ml OPLOSSING  BEVAT:
DOLASETRON MESYLATE . ..25.0 mg

Conditions of registration/Voorwaardes wr registrasie
1,2, 3,4,6,7

ApplicantiApplikant: HOECHST  MARION ROUSSEL LTD

Manufacturer/Vervaardiger:  GRUPPO LEPITIT SPA, ANAGNI ITALY

PackerNerpakker:

Laboratory/’Laboratorium:

GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST  MARION ROUSSEL, WALTLOO RSA

GRUPPO LEPITIT SPA, ANAGNI ITALY
HOECHST  MARION ROUSSEL, WALTLOO RSA

Shelf-lifeRakleeftyd: 24 months/maande

Date of registration: 15 AUGUST 2000
Datum van registrasie 15 AUGUSTUS 2000
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Registration number/Registrasienomm  er: 33120.2,810399

Name of medicine/Naam  van medisyne: FLU-STOP CAPSULES

Dosage fonm./_Doseringsvorm: CAPSULESKAPSULES

Active mgredients/Aktiewe  besttiddele:
EACH CAPSULE CONTAINS/ELKE  KAPSULE BEVAT:
AMANTADINE  HYDROCHLORIDE . ..100.0 mg

Conditions of re.qistratiofioorwaardes  vir resist~~sie:
1,2,3,4, 5a, 6. ?, 8a, 9

Applicant/Applikant:

ManufachlrerNervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeflyd:

Date of registration:
Datum van registrasie

Y.M. BHYAT

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICALS, EDENVALE RSA
Y. M. BHYAT

24 months/maande

16 AUGUST 2000
16 AUGUSTUS 2000



86 No. 21576 GOVERNMENT GAZETTE, 22 SEP-rEMBEFl  2000

Registration number/Registrasienommer: 33/1 1,4.3/0134

Name of medicine/’Naarn van medisyne: RENNIE DEFLATINE

Dosage forrdDoseringsvorm: TABLET

Active ingredients ftiiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
CALCIUM CARBONATEKALSIUMKARBONAAT  . ..680.0 mg
MAGNESIUM CARBONATE/MAGNESIUMKARBONAAT  . ..80.0 mg
SIMETHICONE/SIMETIKOON . ..25.0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4, 5% 6, 7

Applicant/Applikant:

Manufacturer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboratonum:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

1
1

ROCHE PRODUCTS (PTY) LTD

LABORATOIUES ‘ROCHE NICHOLAS, GAILLARD
FRANCE

LABORATORIES ROCHE NICHOLAS, GAILLARD
FRANCE
ROCHE, ISANDO RSA

LABORATORIES ROCHE NICHOLAS, GAILLARD
FRANCE
ROCHE, ISANDO RSA

36 months/maande

16 AUGUST 2000
[6 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 87

Registration number/Registrasienommer: 32/20.2.8/0719

Name of medicineiNaam van medisyne: ACITOP

Dosage forndDoseringsvorn,: CREAM/ROOM

Active illgredients/Aktiewe  bestanckkle:
EACH 5,0 g CREAM CONTAINS/ELKE  5,0 g ROOM BEVAT:
ACICLOVIR . . . 250,0 mg

Conditions of registration/Voorwaardes  vir registrasie:
l,?, 3,4, 5q 6,7

AppIicant/Applikant:

Manufacturer/Vervaardiger:

PackerlVerpakker:

Laboratory/Laboratorium:

Shelf-Iife/RakIeeftyd:

Date of registration:
Datum van registrasie

CIPLA-MEDPRO  (PTY) LTD

CIPLA LTD, PATALGANGA  MAHARAS~ INDIA

CIPLA LTD, PATALGANGA MAHARASHTRA  INDIA

CIPLA LTD, PATALGANGA  MAHARASHTW INDIA
CIPLA-MEDPRO,  ROSENPARK RSA

24 months/maande

18 AUGUST 2000
18 AUGUSTUS 2000



88 No. 2’1576 GOVERNMENT GAZE-rTE,  22 SEP1”EMBEH 2000

Registration nunlber/Registrasienommer: 3 1/5.7.2/0331

Name of medicine/Naam  van nwdisyne: BE-TABS DOMPERIDONE  SUSPENSION

Dosage form/Doseringsvorm: LIQU~D/VLOEISTOF

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SUSPENSION CONTAINS/EI.KE  1,0 MI SUSPENSIE  BEVAT :
DOMPEIUDONE . ..1.0 mg

Conditions of registrationNoorwaardes vir registrasie:
1,2, 3,4, 5a,6,7

Applicant/Applikant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger:  CADILA, AHMEDABAD INDIA

PackerNerpakker: CADILAy AHMEDABAD INDIA

Laboratory/Laboratorium: CADILA, AHMEDABAD INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT RSA

Shelf-life/Rakl  eeftyd: 24 monthslmaande

Date of registration: 18 AUGUST 2000
Datum van registrasie 18 AUGUSTUS 2000



STAAT”SKC)ERANT,  22 SEPTEMBER 2000 No. 21576 89

Registration number/Registrasienommer. 3 1/5.7,2/0330

Name of medicin9Naarn  van medisyne: BE-TABS DC)MPEFUDONE  TABLETS

Dosage forrn/Dos xingsvorm: TABLET

Active  ingredmts/Aktliwe  ‘be$&Mele:  ‘
EACH TABLET CONTAINWELKE  TABLET BEVAT :
DOMPERIDONE 10,0 mg

Conditions of registration/Voonvaardes  vir registrasie:
1,2, 3,4, 5z6>7

Applicant/Applikant: BE-TABS PHARMACELTHCALS  (PTY) LTD

Manufacturer/Vervaardiger: CAD~A, AHMEDABAD INDIA

PackerNerpakker CADILA, AHMEDABAD INDIA

Laboratory/Laboratoriu m: CADILA, AHMEDABAD  INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT RSA

Shelf-life/Rakleeftyd: 24 nlonths/maande

Date of registration: 18 AUGUST 2000
Datum van registrasie 18 AUGUSTUS 2000



90 No. 21576 GOVE  RNMEN-i_ GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 31/11.4.3/0287

Name of medicine/Naam  van medisyne: BE-TABS FU4NITIDINE  50mg INJECTION

Dosage fonn/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE  1,0 ml OPLOSSING  BEVAT:
RANITIDINE HYDROCHLORIDE/
RANITIDIENHIDROC~ORIED
EQUIVALENT TO/EKWIVALENT  AAN
R4NITID~E/RANITIDIEN . ..25.0 mg

Conditions of registration/Voorwaardes vu  registrasie:
1,2, 3,4, 5< 6,7

Applicant/Applikant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer/Va-vaardiger:  CADILA, AHMEDABAD INDIA

Packer/Verpakker: CADILA, AHMEDABAD INDIA

Laboratory/Laboratorium: CADILA, AHMEDABAD INDIA
BE-TABS PHARMACEUTICALS, ROODEPOORT RSA

Shelf-lifelRakl  eet?yd: 24 months/maande

Date of registration: 18 AUGUST 2000
Datum van registrasie 18 AUGUSTUS 2000



STAATSKOERANT,  22 SEPTEMBER 2000 No. 21576 91

Registration number/Registrasienommer: 31/10.1/0487

Name of medicine/Naam van medisyne: BRONCHOSPECT

Dosag  form/Dosenngsvorm: SOLUTION/OPLOSSING

Active  ingredientsjAktiewc besumcideie:’
EACH 5,0 ml SOLUTION CONTAl_NS/ELKE 5,0 ml OPLOSSING  BEVAT :
GUAIFENESIN  . . 66,5 mg

TERBUTALINE SULFATE . ..1.50 mg

Cox~ditions of registration/Voorwaardes vir registrasie:
1, 2, 3, 4, 5a, 6, 7, 8a, 9

Applicant/Applikant:

Manufacturer/Vervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Ra.kleeftyd:

Date of registration:
Datum van registrasie

WARNER-LAMBERT SA (PTY) LTD

WARNER-LAMBERT, RETREAT RSA

WARNER-LAMBERT, RETREAT RSA

WARNER-LAMBERT, RETREAT RSA

24 monthsdmaande

18 AUGUST 2000
18 AUGUSTUS 2000



92 No. 21576 GC)VERNMENT  GAZE7n”E, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 32/2,8/0605

Name of medicine/Naam  van medisyne: ADCO-FLEX

Dosage form/Dosenngsvorln: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
ORPHENADRINE  CH’IU4TE/ORFENADRIENSITRAAT  ,.. 35,0 mg
PARACETAMOL/P.ARASETAMOL 450,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1, 2, 3,4, 5a, 6, 7, 8a, 9

Applicant/Applikant: ADCOCK INGR4M  LTD

Manufacturer/Vervaardiger:  PHARMA-Q, INDUSTWA  RSA

Packer fVerpakker: PHARMA-Q, INDUSTRL4 RSA

L,aboratory/Laboratoriu  m: PHARMA-Q, INDUSTRIA  RSA
ADCOCK INGRAM LTD, WADEVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 21 AUGUST 2000
Datum van registrasie 21 AUGUSTUS 2000



STAATSKOERANT,  22 SEPTEMBER 2000 NO. 21576 93

Registration number/Registrasienomme.r: 33111 .4.3/W84

Name ofmedicine/Naam  van medisyne: GASTRO-FIZZ 75

Dosage form/Doseringsvorm: TABLET

.Active ingredients,,‘  ~4ktiewe bestanddelc:
EACH EFFERVESCENT TABLET CONTAINS/ELKE  BRUISTABLET  BEVAT :
RANITIDINE HYDROCHLORIDERANITLDIENHIDROCHLORIED
EQUIVALENT l’O/EKWIVALEN’T  AAN
RANITIDINE/RANITTDIEN  ,.. 75,0 mg

Conditions oi i egistratiofloorwaardes  vir registrasie:
1,1, 3, 4, 5a, 6, 1, 8a, 9

. Applicant/Applikant:

Manul%cturerNervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

Y M. BHYAT

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICWSj  EDENVALE RSA
Y. M. BHYAT

24 months/maande

21 AUGUST 2000
21 AUGUSTUS 2000



94 No. 21576 GOVERNMENT GAZETTE,  22 SEPTEMBER 2000

Registration number/Registrasienommer: 29/20.1.1/0675

Name of medicine/Naanl  van medisyne: VANCOMYCIN-FAULDING  1 g

Dosage form/Doselingsvorm: INJECTIOIWNSPUHTNG

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTMNS/ELKE  FLESSLE  BEVAT:
VANCOMYCIN HYDROCHLORIDE
VANKOMISIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT AAN
VANCOMYCI?WVANKOMISIEN  . ..1000.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3, 4, 5A 6, 7

Applicant/Applikant:

Manufacturer/Vervaardiger

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/RaIdeeftyd:

Date of registration:
Datum van registrasie

PHARMAPLAN (PTY) LTD

F H FAULDING & CO, VICTORIA AUSTIULIA

F H FAULDING  & CO, VICTORIA AUSTRALIA

F H FAULDING & CO, VICTORIA AUSTRALIA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
PHARMAPLAN, MIDRAND RSA

24 months/maande

21 AUGUST 2000
21 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No.  21576 95

Registration number/Registrasienommer: 33/11.4.3/0041

Name of medicine/Naam van medisyne: PANTOLOC I.V.

Dosage forrrdlloseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAI?WYELKE  FLESSIE BEVAT:
PANTOPRAZOLE  . ..40.0 mg

Conditions of regis@tion/Voorwaardes  vir registrasie:
l , 2 , 3 , 4 , 5 a , 6 , 7

Applicant/Applikant:

Mantiacturer/Vervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registiasie

u

BYK MADAUS (PTY) LTD

DR MADAUS GmbH, WASSERBURG, GERMANY

DR MADAUS GmbH, WASSERBURG, GERMANY

DR MADAUS GmbH, WASSERBURG, GERMANY
BYK GULDEN LOMBERG, KONSTANZ GERMANY
BYK MADAUS, MIDRAND RSA

24 months/maande

22 AUGUST 2000
22 AUGUSTUS 2000



96 No. 21576 GOVERNMENT GA.ZEl_JE, 22 SEP”l_EMBER 2000

Registration number/Registrasienommer  33/18.8/0364

Name of medicine/Naam  van medisjme: MIRELLE

Dosage form/Dosenngsvorrn: TABLET

Active ingredients/Aktiewe bestanddele:
EACH PALE-YELLOW ACTIVE TABLET CONTAINS/ELKE  LIG-GEEL AKTIEWE

TABLET BEVAT:
ET~ESTRADIOL 0 , 0 1 5  m g
GESTODENE ,,,0,06 mg
4 WHITE INACTIVE TABLETS/4 WIT ONAKTIEWE TABLETTE

Conditions of registration/Voorwaardes vir registrasie:
1,2, 3,4, 5a6,7

Applicant/Applikant:

Manufachlrer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboraton urn:

Shelf-life/Rakleeilyd:

Date of registration:
Datum van registrasie

SCH13UNG (PTY) LTD

iVYETH PHARMACEUTICALS CO, GUAYAMA
PUERTO RICO
WYETH MEDICA IRELAND, KILDARE IRELAND

SCHERING, BEFLL?IN GERMANY

WYIYH-I PHARMACEUTICALS CO, GUAYAMA
PUERTO RICO
WYETH MEDICA IRELAND, KILDARE IRELAND
SCHERING, BERLIN GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA WA
SCHERING,  MIDRAND RSA

24 months/maande

24 AUGUST 2000
24 AUGUSTUS 2000



STAATSKOERANT,  22 SEPTEMBER 2000 No. 21576 97

Registration number/Registrasienommer: H/18.4/1773

Name of medicine/l%am van medisyne: URALYT-U

Dosage form/Doseringsvorm: GRANULES

.4ctivc ingredients/Aktiewe bestandciele:
EACH 100,0 g GRANULES CONTAIIWELKE  1,00,0 g GRANULES BEVAT:
CITRIC ACID/SITROENSUUR . . . 13,044g
POTASSIUM CITRATEKALIUMSITRAAT  45,397 g
SODIUM CITR4TE/NATRIUMSITRAAT  ..,41,153 g

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4, 5a, 6,7

Applicant/Applikant:

Manufacturer/Vervaardiger:

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

BYK MADAUS (PTY) LTD

MADAUS AG, COLOGNE GERMANY

MADAUS AG, COLOGNE GERMANY

MADAUS AG, COLOGNE GERMANY
BYK MADAUS, MIDRAND RSA

60 months/maande

24 AUGUST 2000
24 AUGUSTUS 2000



98 No. 21576 GOVERNMENT GAZEITE, 22 SEPTEMBER 2000

Registration ~lt]mber/Registrasie]~  olnn]er  33/34/0242

Name of medicine/Naam  van medisyne: SANDOSTATIN LAR SUSPENSION VEHICLE

Dosage fordloseringsvorm: DILUENT FOR INJECTION/OPLOSMIDDEL
VIR INSPUITING

Active ingredients/Aktiewe  bestanddele:
EACH A.MPOULE CONTAINS/ELKE  AMPULE BEVAT:
WATER FOR INJECTIONS . ..1.98 mg
CARMELLOSE SODIUM .,. 10,0 mg
MANNITOL 12,0 mg

Conditions of registratiofloorwaardes  vir registrasie:
l,2,3,4,5a,6,7

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD

Mamifacturer/Vervaardiger:  NOVARTIS,  LICHTSTRASSE  BASLE SWITZERLAND

Packer/Verpakker: NOVARTIS, LICHTSTRASSE  13ASLE SWITZERLAND
NOVARTIS,  SPARTAN KEMPTON PARK RSA

Laboratory/Laboratorium: NOVARTIS,  LICHTSTRASSE  BASLE SWITZERLAND
NOVARTIS,  SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 24 AUGUST 2000
Datum van registrasie 24 AUGUSTUS 2000



STAATSKOERANT,22 SEPTEMBER 2000 No. 21576 99

Registration number/Registrasienommer: 33/10.2.1/0271

Name of medicine/Naam van medisyne: SABAX IPRATROPIUM  Br 0,5 MG/2 ML

Dosage forrn/Doseringsvornl: SOLUTION/0PL3SSING

Active ingredients/Aktiewe bestanddele:
EACH 2,0 ml SOLUTION CONTAINS/ELKE  2,0 ml OPLOSSING  BEVAT:
IPRATROPIUM  BROMIDE . ..0.5 mg

Conditions of registratiofloorwaardes  vir registrasie:

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

ApplicantfApplikant: ADCOCK INGRAM LTD (CRITICAL CARE)

Manufacturer/Vervaardiger: ADCOCK INGRAM LTD, 1 SABH RD JHB

Packer/Verpakker: ADCOCK INGRAM LTD, 1 SABAX RD JHB

Laboratory/Laboratorium: ADCOCK INGRAM LTD, 1 SABAX RD JHB

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 24 AUGUST 2000
Datum van registrasie 24 AUGUSTUS 2000



100 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number~egistrasienommer 33/26/0 199

Name of medicine/Naam van medisyne: XELODA 500

Dosage forrn/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
CAPECIT.ABINE 5 0 0 , 0  m g

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 5% 6, 7

Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD

Manufacturer/Vervaardiger: HOFFMANN-LA ROCHE INC, NEW JERSEY USA

Packer fVerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

HOFFMANN-LA ROCHE INC, NEW JERSEY USA
F HOFFMANN-LA  ROCHE, KAISERAUGST,
SWITZERLAND
ROCHE, ISANDO RSA

HOFFMANN-LA  ROCHE iNC, NEW JERSEY USA
F HOFFMANN-LA  ROCHE> GREN, BASLE
SWITZERLAND
ROCHE, HERTFORDSHIRE UK
ROCHE, ISANDO RSA

24 months/maande

24 AUGUST 2000
24 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 101

Registration number/Registrasienommer: 33/16/0]12

Name of medicine/Naam van medisyne: ATRONAZE  COLD 0,06 Y.

Dosage form/Doseringsvorrn: NASAI SPRAY/’NEUSSPROEI

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAl_NS/ELKE 1,0 ml OPLOSSING  BEVAT :
IPR4TROPIUM  BROMIDE . ..0.60 mg

Conditions of registratiofloonvaardes  vir registrasie:
1,2,3,4, 5a, 6,?

Applicant/Applikant:

ManufacturerNervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-lifehkleeftyd:

Date of registration:
Datum van registrasie

INGELHEIM  PHARMACEUTICALS  (PTY) LTD

BOEHFUNGER  INGELHEIM, FLORENCE ITALY

BOEHRINGER  INGELHEIM, FLORENCE ITALY

BOEHRTNGER  INGELHEIM, FLORENCE ITALY
HOECHST WON ROUSSEL, WALTLOO RSA
INGELHEIM  PHARMACEUTICALS, RANDBURG RSA

24 months/maande

24 AUGUST 2000
24 AUGUSTUS 2000



102 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 30/10,2.1/0179

Name of medicine/Naam van medisyne: ROLAB-SALBUTAMOL 100

Dosage forrnllloseringsvorm: INHALE~HALLEERDER

Active ingredients/Aktiewe  bestanddele:
EACH METERED DOSE CONTAINS/ELKE  EFGEMETE DOSIS BEVAT:
SALBI-JTAMOL  . ..100.0 ug

Conditions of registratiofloorwaardes  vir registrasie:
1,2,3,4,  5q 6,7

.4pplicant/Applikant: ROLAB (PTY) LTD

Manufacturer/Vervaardiger:  CHIESI FWCEUTICI SPA, PARMA ITALY

PackerNerpakker: CHIESI FARMACEUTICI  SPA, PARMA ITALY
NOVARTIS, SPARTAN KEMPTON PARK RSA

Laboratory/Laboratonu m: CHIESI FARMACEUTICI  SPA, PARMA ITALY
NOVARTIS,  SPARTAN KEMPTON PARK RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

Shelf-life/Ra.kleeftyd: 24 months fmaande

Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 NO. 21576 103

Registration number/Registrasienommer: 3 3/5 .4/0411

Name of medicine/Naam  van medisyne: LENDITRO

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
OXYBUTYNIN CHLORIDE . ..5.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 5a, 6,7

Applicant/Applikant: PHARMACARE LIMITED

Manufacturer/Vervaardiger: LENNON, PORT ELIZABETH RSA

Packer/Verpakker: LENNON, PORT ELIZABETH RSA

Laboratory/Laboratorium: LEIVNON, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000



104 No. 21576 GOVERNMENT GAZEll_E,  22 SEPTEMBER 2000

Registration number/Registrasienornmer: 33/20.2.8/0400

Name of medicine,Tbam van medisyne: FI.U-STOP 0R4L SOLUTION

Dosage fon~cseringsvorm: SOLUTION/OPLOSSING

Active in,gredients/Aktiewe  bestanddele:
EACH 5,0 ml SOLUTION CONTAINS/ELKE  5,0 ml OPLOSSING  BEVAT:
AMANTADINE HYDROCHLORIDE 50,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1, 2, 3,4,5 a,6,7

Applicant/Applikant:

Manufacturer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

Y.M. BHYAT

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICALS, EDENVALE RSA

BEIGE PHARMACEUTICALS, EDENVALE RSA
Y. M. BHYAT

24 months/maande

25 AUGUST 2000
25 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 105

Registration number/Registrasienommer: 33/20.1.1/0351

Name of medicine/Naam van medisyne: ROLAB-CEFACLOR CD 375

Dosage forrn/Doseringsvorm: TABLET

Active ingredients/Aktiewe  bestanddele:
EACH TABLET CONTAl_NS/ELKE TABLET BEVAT:
CEFACLOR ,,, 375,0 mg

Conditions of registration/Voonvaardes vir registrasie:
1,2,3,4,546, 7

Applicant/Applikant: ROLAB (PTY) LTD

Manufachu_erWervaardiger:  ELI LILLY, FLORENCE ITALY

Packer fVerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleefiyd:

Date of registration:
Datum van registrasie

ELI LILLY, FLORENCE ITALY

ELI LILLY, FLORENCE ITALY
NOVARTIS,  SPARTAN KEMPTON PARK RSA
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
ELI LILLY, BRYANSTON RSA

36 months/maande

25 AUGUST 2000
25 AUGUSTUS 2000



106 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienommer: 33/20,1.1/0352

Name of medicine/Naam  van rnedisyne: ROLAB-CEFACLOR  CD 500

Dosage fon~oseringsvorm: TABLET

Active ingredientslAktiewe  bestanddele:
EACH TABLET CONTAI?WYELKE TABLET BEVAT:
CEFACLOR . ..500.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 5% 6,7

Applicant/Applikant: ROLAB (PTY) LTD

Manufacturer/Vewuu_diger:  ELI LJLLY, FLORENCE ITALY

PackerWerpakker: ELI LILLY, FLORENCE ITALY

Labomtory/Laboratorium: ELI LILLY, FLORENCE ITALY
NOVARTIS,  SPARTAN KEMPTON PARK RSA
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
ELI LILLY, BRYANSTON RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000



STAATSKOERANT, 22 SEPTEMBER 2000 No. 21576 107

Registration number/Registrasienommer: 33/2 1.8. 1/0428

Name of medicine/Naam van medisyne: FEM775

Dosage forrdlloseringsvorm: TR4NSDERMAL THERAPEUTIC SYSTENV
TRANSDERMALE  TERAPEU’TIESE  SISTEEM

Active ingredients/Aktiewe bestanddele: EACH PATCH CONTAINS/ELKE  PLAKKER
BEVAT:
OESTRADIOL HEMIHYDMTE . . . 2,25 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4,5~6,7

Applicant/Applikant: MERCK (PTY) LTD

ManufacturerNervaardiger:  LTS LOI-lNIA~,  ANDERNACHT GERMANY

Packer fVerpakker: LTS LOHMANN, ANDERNACI-IT  GERMANY

Laboratory/Laboratorium: LTS LOHMANN, ANDERNACHT GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
MERCK, MIDRAND RSA

Shelf-life/Rakleetlyd: 24 months/maande

Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000



108 No. 21576 GOVERNMENT GAZETTE, 22 SEPTEMBER 2000

Registration number/Registrasienonmer: 33/21.8.1/0429

Name of medicine/Naam  van medisyne: FEM 7100

Dosage forrn/Dosenngsvorm: TRANSDERMAL THERAPEUTIC SYSTEM/
TRANSDERMALE TERAPEUTIESE  SISTEEM

Active ingredients/Aktiewe bestanddele:
EACH TRANSDEW PATCH CONTAINS/
ELKE TRANSDERMALE PLAKKER BEVAT:
OESTRADIOL HEMIHYDRATE . . . 3.0 mg

Conditions of registratiofloorwaardes  vir registrasie:
1,2, 3,4, 5+ 6, 7

Applicant/AppIikant: MERCK (PTY) LTD

Manufacturer/Vervaardiger:  LTS LOHMANN, ANDERNACHT GERMANY

Packer/Verpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

LTS LOHMANN, ANIIERNACHT  GERMANY

LTS LOHMANN, ANDERNACHT GERMANY
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
MERCK  MIDIU4ND RSA

24 months/maande

Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000
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Registration number/Registrasienommer; 31/34/0617

Name of medicine/Naam van medisyne: GERBER SALINE SOLUTION

Dosage fonv~osenngsvorm: SOLUTION/OPLOSSING

Act]ve ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE  1,0 ml OPLOSSING  BEVAT:
SODWM  CHLORIDE/NATRIUMCHLORIED  . ..7.40 mg

Conditions of registrationNoorwaardes vir registrasie:
l,2,3,4,5q  6,7

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD

Manufacturer/Vervaardiger:  NOVARTIS, NYON SWITZERLAND

PackerNerpakker: NOVARTIS, NYON SWITZERLAND

Laboratory/Laboratorium: NOVARTIS, NYON SWITZERLAND
NOVARTIS,  SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 28 AUGUST 2000
Datum van registrasie 28 AUGUSTUS 2000
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Registration number/Registrasienornmer: 22/34/020 1

Name of medic ine/Naam van medis}-ne, VIRAFERON 3 MILLION 1.U.

Dosage fomtiDoseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe  bestanddele:
EACH 2,0 ml VIAL CONTAINS/ELKE  2,0 ml FLESSIE BEVAT:
INTERFERON ALFA-2b . ..3.0 million i.u.

Conditions of registration/Voonvaardes vir registrasie:
1, 2, 3,4, 5a. 6, 7

Applicant/Appli  kant: SCHERING-PLOUGH  (PTY) LTD

Manufacturer/Vervaardiger:  SCHERING-PLOUGH,  INNISHANNON IRELAND

PackerlVerpakker: SCHERING-PLOUGH, IINNISHANNON IRELAND
SCHERING-PLOUGH,  LSANDO RSA

LaboratoD”/Laboratorium: SCHERING-PLOUGH,  INNISHANNON IRELAND
SCHERING-PLOUGH,  ISANDO RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 28 AUGUST 2000
Datum van registrasie 28 AUGUSTUS 2000
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Registration number/Registrasienonlmer: 32134/0202

Name of nleciicine/Naam van rnedisyme: VIRAFERON 5 MILLION I,U

Do:age form/Doseringsvorlm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe  bestanddele:  EACH VIAL CONTAl_NS/ELKE FLESSIE
BEVAT:
INTERFERON ALFA-2b .,. 5,0 million i.u,

Conditions of registration/Voonvaardes vir reqistrasie:
l,2,3,4,5a,6,  ?

Applicant/Applikant:

iManufacturer/Vervaardiger:

PackerNerpakker:

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

SCHERING-PLOUGH  (PTY) LTD

SCHERING-PLOUGH,  INNISHANNON  IRELAND

SCHERING-PLOUGH,  INNISHAIYNON IRELAND
SCHERING-PLOUGH,  ISANDO RSA

SCHERING-PLOUGH,  INNISHANNON  IRELAND
SCHERING-PLOUGH, ISANDO RSA

36 months/maande

28 AUGUST 2000
28 AUGUSTUS 2000
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Registration number/Registrasienonm  ler 32134/0203

Name of medicine/Naam  van medisyle: VIRAFERON 10 MILLION I.U

Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ ELKE FLESSIE BEVAT:
INTERFERON ALFA-2b 10 million i.u.

Conditions of registration/Voon~aardes vir re.gistrasie:
1.2, 3,4, 5a,6,7

Applicant/Applikant:

Manufacturer/Vervaardiger

Packer/Verpakker:

Laboratory/Laboratoriu m:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

SCI-IHUNG-PLOUGH  (PTY) LTD

SCHERING-PLOUGH, INNISHANNON IRELAND

SCHERING-PLOUGH, IFINISHANNON  IRELAND
SCHERING-PLOUGH, ISANDO RSA

SCHEFUNG-PLOUGH,  INNISHANNON IRELAND
SCHERING-PLOUGH, ISANDO RSA

36 months/rnaande

28 AUGUST 2000
28 AUGUSTUS 2000
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Registration number/Registrasienommer: 31/7.1/0654

Name of medicine/Naam van medisyne: UNITENS

Dosage form/Doseringsvom~:  TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
FELODIPINE  . ..2.50 mg
RAMIPRIL . ..2.50 mg

Conditions of registration/Voorwaardes vir registrasie:
1, 2,3,4, 6,7

Applicant/Applikant: ASTRA PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: ASTRA ZENECA AB, SODERTALJE SWEDEN

PackerlVerpakker:

Laboratory/Laboratorium:

Shelf-l ife/Rakleeftyd:

Date of registration:
Datum van registrasie

ASTRA ZENECA AB, SODERTALJE  SWEDEN
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE RSA

ASTR4 ZENECA AB, SODERTALJE SWEDEN
JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA
ANALYTICON, KEMPTON PARK RSA
ASTRA, SUNNINGHILL RSA

24 months/maande

31 AUGUST 2000
31 AUGUSTUS 2000
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Registration number/Registrasienommer. 3117.110655

Name of medicine/Naam  van rnedisyne: UNITENS FORTE

Dosage fonn/Dosenngsvorm: TABLET

Active ingredients/Alctiewe  bestanddele:
EACH TABLET CONTAINS/ELKE  TABLET BEVAT:
FELODIPINE .,. 5,0 mg
RAMIPRIL .,, 5,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,~,~,4.6,7

Applicant/Applikant: ASTRA PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger:  ASTRA ZENECA  AB, SODERTALJE SWEDEN

Packer/Verpakker: ASTRA ZENECA AB, SODERTALJE SWEDEN
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE RSA

Laboratory/Laboratonum: ASTR4 ZENECA AB, SODERTALJE SWEDEN
JANSSEN PHARMACEUTICAL, HALFWAY HOUSE RSA
ANALYTICON, KEMPTON PARK RSA
ASTRA, SI_JNN~GHILL  RSA

Shelf-l ife/Rakleeftyd: 24 months/maande

Date of registration: 31 AUGUST 2000
Datum van registrasie 31 AUGUSTUS 2000
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Registration number/Registrasienommer: 31/5.7.1/0507

Name of rnedicineiNaam  van medisyne: S-P LORATADINE TABLETS

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINSYELKE TABLET BEVAT :
LORATADINE  . ..10.0 mg

Conditions of registration/Vooiww-des  vir registrasie:
1,2, 3, 4, 5a, 6, 7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD

Manufacturer/Vervaardiger:  SCHERING-PLOUGH, ISANDO RSA

Packer/Verpakker: SCHERING-PLOUGH,  ISANDO RSA

Laboratory/Laboratorium: SCHERING-PLOUGH,  ISANDO RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 31 AUGUST 2000
Dahlm van registrasie 31 AUGUSTUS 2000


