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GENERAL NOTICE
ALGEMENE KENNISGEWING

NOTICE 1578 OF 2000

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

Itis 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 applies to the medicines following:

Conditions of registration:

1a. An acceptable standard of Good Manufacturing Practice must be maintained in the place of
manufacture.

1b. An applicant shall ensure that the medicine is manufactured and controlled in terms of current Good
Manufacturing Practice as determined by the Medicines Control Council.

2. The applicant must comply with all the legal requirements of the Medicines and Related Substances
Control Act, 1965 (Act No. 101 of 1965).

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

4. The information in the package insert shall be updated on a regular ba5|s to conform to a package
insert recently approved by the Council. :

5a. The first two production lots must be fully valldated and the full details of the proposed process
validation program to be followed by the apphcant and/or manufacturer be submitted.

5b. The first two production lots of the locally manufactured products must be validated.

Sc. The first two production lots after redistration must be validated, unless this documentation is
available.

5d. The first two production lots must be validated.
Se. The first two production lots manufactured by each local manufacturer must be validated.

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

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

8a. A post-registration inspection must be conducted on the first production lot of the locally
manufactured product. -

8b. A post-registration mspactlon must be conducted on the first production lot manufactured by each
local manufacturer.

8c. A post-registration inspection must be conducted on the first productipn lot.

9. Marketing of the product may only commence following a satisfactory post-reglstration mspectlon
report.
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10. The product may be advertised to the professions only.

11./Oné sample 'of etrery ot togethet:with four’ copres ‘of'the: protocofs for testrng of the bulk |ot and
filling lot, be submitted to Council for lot releasing purposes.

12, Oné sample of eVery ot, together With' six ‘copies of the protocols for testing of the bulk lot and
filling lot and six ooples of the certificate of release issued by the competent authorlty |n the

oountry in whroh the product was manufactured be submrtted to Counoll for Iot releasrng purposes

13 The exprry date allocated shall be modlﬂed by adding to a statement that the virus strains are
currently recommended for South Afnoan usage m the speorfred year.

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

' KENNISGEWING 1578 VAN 1999
DEPARTEMENT VAN GESONDHEID
. WET. OP BEHEER VAN MEDISYNE EN VERWANTE STOWWE, 1965 (WET No. 101 VAN 1965)

REGISTRASIE VAN MEDISYNE

Hrerby word mgevolge artikel 17-van die Wet op die Beheer van Medisyne en Verwante Stowwe,
1965 (Wet No. 101 van 1965), bekendgemaak dat die Registrateur van Medisyne, met die goedkeuring
van die Medisynebeheerraad ingestel by artikel 2 van genoemde Wet, die volgende medisyne soos in
die Bylae hiervan omskryf, geregistreer het:

Die onderstaande Voorwaardes vrr Regrstrasle van Medtsyne is van toepasslng op die
hiernagemelde medisyne:

Voorwaardes vir regrstrasre

1a. ’'n Aanvaarbare standaard van Goele Vervaardrgrngspraktyk moet by die plek van vervaardrgrng
gehandhaaf word

1b. Die applikant sal verseker dat die medisyne vervaardrg en beheer word in terme van huidige Goeie
Vervaardrgrngspraktyk soos bepaal deur die Medrsynebeheerraad

2. Die applikant moet voldoen aan al-die wetlike vereistes van die Wet op dre Beheer van Medisyne
en Verwante Stowwe, 1965 (Wet No. 101 van 1965).

Die reglstrasre van die produk is onderhewig aan hersrenmg elke drie jaar.

Die inligting in die voubiljet moet op 'n gereelde basis opgedateer word in ooreenstemming met 'n
voubrljet onlangs deur die Raad goedgekeur. : .

5a. Die eerste twee produksnelotte moet ten volle gevahdeer ‘word en ‘die volle besonderhede van
die ' voorgestelde prosesvalrdasueprogram wat gevolg gaan word deur die Applikant en/of die
vervaardiger moet ingedien word. :

5b. Die eerste twee produks:elotte van die plaashk vervaardrgde produk moet gevalrdeer word

5¢c. Die eerste twee produksielotte na regrstrasre moet gevahdeer word, tensy die dokumentasie
beskikbaar is.

5d. Die eerste twee produksielotte moet gevalrdeer word.
5e. Die eerste twee produksielotte van elke plaaslike vervaardiger moet gevalrdeer word.

6. Die vervaardiging van hierdie medisyne is onderhewig aan gereelde ondersoeke en inspeksies
deur mspekteurs om die nakomrng van Goeie Vervaardrgmgspraktyke te bepaal.
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12.

13.

14.

n Na-regmtrasue mspeks:e moet op die eerste produk519Iot untgevoer word

"Bemarklng van die produk mag slegs n aanvang neem nadat n bevredlgende na—regzstras:e-
" “inspeksieverslag gedien het i

10.
e

Die registrasie-aansoek is Onderhewig aan hersiening: met tussenpose soos deur die Raad bepaal.
38., i

n Na-,regfstrasle -inspeksie moet; op dler,eerst :produksielot;van: dle plaaslllg vervaardigde-produk
uitgevoer word. B8 e o e

¥ '.-'!;-i,’_-;-};'.l. el \'}i '.:'!.’:.'.

Foud oot
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’n Na—regrstrame-mspeksse moet op . dle Qerste produksnelot van_ elke Plaaslike. 'vervaardiger
"uutgevoer word '_ _

;:": 5 St s oy “‘, i ‘, \{I;_

Ty

Die produk mag slegs aan die profess:es geadverteer word

- Een monster van elke lot moet tesame met vier k0p|ee van die protokolle vir die toets van die ﬁnale

lot en die vullot ingedien word by die Raad vir lotvrystellingsdoeleindes.

Een monster van elke lot moet tesame met ses kopieé van die protokolle vir die toets van die
finale lot en die vullot sowel as ses kopieé van die vrystellingsertifikaat wat uitgereik is deur die
verantwoordelike beheerliggaam in die land waar dle produk vervaardlg word, ingedien word by die
Raad vir lotvrystellingsdoeleindes. . : ;

Die vervaldatum toegeken moet verander word deur 'n toegevoegde stelling dat die virusstamme
wat tans aanbeveel word vir Suid-Afrikaanse gebruik is vir-die gespesifiseerde jaar.

Die stamme van die oorspronkllke saadvirusse moet elke Jaar -deur dle Departement -van
Gesondheid goedgekeurword e B LR, . i W R S g




SCHEDULE * BYLAE

MBR 15

Registration number/Registrasienommer:  32/8,2/0405

Name of medicine/Naam van medisyne: ~ PLAVIX

Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ ELKE TABLET BEVAT:
CLOPIDOGREL

HYDROGEN SULPHATE/WATERSTOFS ULFAAT
EQUWALENT TO/EKWIVALENT AAN
CLOPIDOGREL ... 75,0 mg

Conditions of reglstrauonNoorwaardes vir registrasic: .
1,2,,3,4,52,6,7

Applicant/Applikant: SANOFI -SYNTHELABO (PTY)LTD |
Manufacturer/Vervaardiger: SANOFI WINTHROP, AMBARES FRANCE
Packer/Verpakker: SANOFI WINTHROP, AMBARES FRANCE
Laboratory/Laboratorium: ~ SANOFI WINTHROP, AMBARES FRANCE
e INSPECTORATE M & L, ORMONDE RSA

- PHARMACEUTICAL CONTRACTORS, ISANDO RSA
SANOFI -SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakloeftyd: .

24 ‘months/maande
Date of registration: 18 APRIL 2000
Datum van registrasie 18 APRIL 2000’

" Shelf:lifé/Rakleefyd:

MBR 15
Registration number/Registrasienommer:  29/1.2/0556
" "Name of medicine/Naam van medisyhg_: " XIXIA PAROXETINE 20
_ Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele

EACH TABLET CONTAINS/ELKE TABLET BEVAT
PAROXETINE HYDROCHLORIDE/
PAROKSETIENHIDROCHLORIED . .
EQUIVALENT TO/EKWIVALENT AAN
PAROXETINE/PAROKSETIEN ... 20,0 mg

Conditions of registration/V oomaardes vir rqglstrasw
1,2,3,4,5a,6,7
Applicant/Applikant: XIXIA PHARMACEUTICALS (PTY) LTD "~

Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK

Packer/Verpakker: 'SMITHKLINE BEECHAM, EPPING RSA

Laboratory/Laboratorium:  SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK

SMITHKLINE BEECHAM, EPPING RSA

. 60 months/maande
Date of registration: 29 MAY 2000
29 MEI 2000

Datum van registrasie
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MBR 15

Registration number/Registrasienommer: ~ 32/1.2/0103
- Name of medicine/Naam van medisyné: - PROHEXAL 20T
Dosage fonnfDqseﬁngsvorm:" ] - - TABLET

Active ingredients/Aktiewe bestanddele; ,

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
'FLUOXETINE HYDROCHLORIDE/
. FLUOKSETIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT AAN
FLUOXETINE/FLUOKSETIEN ... 20,0 'fng_

Conditions of reglstratloanoomaardes vir reg:strasne
0 1,2,3,4,5a,6,7

Applicant/Applikant: -HEXAL PHARMA (SA) (PTY) LTD
Manufacturer/Vervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY
Packer/Verpakker: . SALUTAS PHARMA, BARLEBEN GERMANY
LONGDALE RSA
Laboratornyaboratonum SALUTAS PHARMA, BARLEBEN GERMANY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA :
HEXAL PHARMA , WESTMEAD RSA
Shelf-life/Raklecftyd:. 24 months/maande

24 AUGUST 2000
24 AUGUSTUS 2000

Date of registration:
Datum van registrasie

MBR 15

“Applicant/Applikant:

" DIVPHARM MANUFACTURING AND PACKAGING,

Registration number/Registrasienommer:  32/1.2/0102
Name of medicine/Naam van medisyne: PROFFEXAL IO T
Dosage form/Doseringsvorm: o TABLET

Active mgredlentslAktlewe bestanddele

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

FLUOXETINE HYDROCHLORIDE : : .
FLUOKSETIENHIDROCHLORIED . .. . . .. - . .. . o
EQUIVALENT TO/EKWIVALENT AAN = - . ' -
FLUOXETINE/FLUOKSETIEN ... lOOmg ‘ G

Condntlons of rcglstrauon!\fooma,ardcs vir reglstrasm
1,2,3,4,5a,6,7

HEXAL PHARMA (SA) (PTY) LTD
Manufacturer/Vervaardiger: SALUTAS PH.ARM-A, BARLEBEN GERMANY
PaékerNcnpakker: 5 - SALUTAS PHARMA, BARLEBEN GERMANY
| | LONGDALE RSA
Laboratory/Laboratorium: ~ SALUTAS PHARMA, BARLEBEN GERMANY

) CONSULTING CHEMICAL LAB, STAR STREET

BOKSBURG, RSA _
HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 24 AUGUST 2000
Datum van registrasie 24 AUGUSTUS 2000

" DIVPHARM MANUFACTURING AND PACKAGING,
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MBR 15

MBR 15
Registration number/Registrasienommer:  83/21.1/643
Name of medicine/Naam van medisyne: ~ POTENCIL
Dosage form/Doseringsvorm: l'NIECTEONf[N SPUITING

Active mgredlents.r‘Aktlewe bestanddele: !

EACH 100,0 ml SUSPENSION CONTAINS/ELKE 100,0 ml SUSPENSIE BEVAT:

AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN ... 10,0 g

COLISTIN SULPHATE/KOLISTIENSULFAAT ... 25,0 million iu

Conditions of reglstratlonf\/oorwaardes vir registrasie:
1,2,3,4,6,7

Applicant/Applikant: LOGOS AGVET (PTY) LTD

Manufacturer/Vervaardiger; VIRBAC SA, CARROS FRANCE

Packer/Verpakker: VIRBAC SA, CARROS FRANCE
Laboratory/Laboratorium:  VIRBAC SA, CARROS FRANCE
: SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIARSA !
LOGOS AGVET, HALEWAY HOUSE RSA
Shelf—hfefR.akleeﬂyd 24 months/maande
25 AUGUST 2000
25 AUGUSTUS 2000

Date of registration:
Datum van registrasie

Registration number/Registrasienommer:  33/34/0239

Narme of medicine/Naam van medisyne: ~ SANDOSTATIN LAR 10 MG

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

OCTREOTIDE ... 10,0mg

Conditions of registration/Voorwaardes vir reg‘istrasie:
1.2,3,4,5a,6, 7

Applicant/Applikant: NOVART'IS SOUTH AF RICA (PTY} LTD
Manufactureercwaardiger BIOCHEM1E GmbH SCHAFTENAU TIROL AUSTRIA

BIOCHEMIE GmbH, SCHAFT ENAU TIROL AUSTRIA
NOVARTIS, LICHTSTRASSE BASLE SWITZERLAND
NOVARTIS, SPARTAN KEMPTON PARK RSA

Packer/Verpakker:

Laboratory/Laboratorium:  BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeflyd: 24 months/maande
' Date of registration: . 25 AUGUST 2000 - R BRT
Datum van registrasie - 25 AUGUSTUS 2000

L¥8LE ON 8 .
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MBR 15

Registration number/Registrasienommer:  33/34/0240
Name of medicine/Naam van medisyne: SANDOSTATIN LAR 20 MG
Dosége form/Doseringsvorm: ~ INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
OCTREQTIDE ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5,6,7 |
Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA
BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA

NOVARTIS, LICHTSTRASSE BASLE SWITZERLAND
' NOVARTIS, SPARTAN KEMPTON PARK RSA

Packer/Verpakker:

Laboratory/Laboratorium: BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA
. NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 25 AUGUST 2000
Datum van registrasie 25 AUGUSTUS 2000

MBR 15

Registration number/Registrasienommer: 27/8.3/0151

Name of medicine/Naam van medisyne: ABIC LEUCOVORIN 100 mg/10 ml
: INJECTION

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele: < -

EACH 10,0 ml SOLUTION CONTAINS/ELKE 10,0 ml OPLOSSI'NG BEVAT:

CALCIUM FOLINATE PENTAHYDRATE/

KALSIUMFOLINAAT PENTAHIDRAAT

EQUIVALENT TO/EKWIVALENT AAN

LEUCOVORIN ANHYDROUS/ : Jio tes

ANHIDRIESE LEUKOVORIEN ... 100,0mg.: . - Phie D O WOR L

Conditions of registration/V oozwaatdes vir regtstrasw
1,2,3,4,6,7

App]:cantr‘Apphlcant TEVA PHARMACEUTICALS (PTY) LTD

ManufacwrerN ervaardiger: PHARMACHEMIE BV, HAARLEM NETHERJ.ANDS

Packer/Verpakker: PPMRMACHEMIE BV, HAAR.LEM NET!-[ERLANDS
Laboratory/Laboratorium: PHARMACHEMIE BV, HAARLEM NETHERLANDS
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
- TEVA, INDUSTRIA RSA
Shelf-life/Rakleeftyd: 24 months/maande
28 AUGUST 2000
28 AUGUSTUS 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer: 27/8.3/0152

Name of medicine/Naam van medisyne: ABIC LEUCOVORIN 200 mg/20 ml
INJECTION

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 20,0 m! SOLUTION CONTAINS/ELKE 20,0 ml OPLOSSING BEVAT:

CALCIUM FOLINATE PENTAHYDRATE/

KALSIUMFOLINAAT PENTAHIDRAAT

EQUIVALENT TO/EKWIVALENT AAN

LEUCOVORIN ANHYDROUS/ |

ANHIDRIESE LEUKOVORIEN ... 200,0 mg

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

Applicant/Applikant: TEVA PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: PHARMACHEMIE BV, HAARLEM NETHERLANDS

Packer/Verpakker: PHARMACHEMIE BV, HAARLEM NETHERLANDS

Laboratory/Laboratorium: PHARMACHEMIE BV, HAARLEM NETHERLANDS
. SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
_ TEVA, INDUSTRIA RSA
Shelf-life/Rakleeftyd: . 24 months/maande

28 AUGUST 2000
28 AUGUSTUS 2000

Date of registration:
Datum van registrasie

MBR 135

Registration number/Registrasienommer:  27/8.3/0153

Name of medicine/Naam van medisyne: ABIC LEUCOVORIN 300 mg/30 ml
INJECTION

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 30,0 ml SOLUTION CONTAINS/ELKE 30,0 ml OPLOSSING BEVAT:

CALCIUM FOLINATE PENTAHYDRATE/

KALSIUMFOLINAAT PENTAHIDRAAT

EQUIVALENT TO/EKWIVALENT AAN

LEUCOVORIN ANHYDROUS/

ANHIDRIESE LEUKOVORIEN ... 3000 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,6,7 :
Applicant/Applikant: TEVA PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: PHARMACHEMIE BV, HAARLEM NETHERLANDS
Packer/Vi ei‘pakker: PHARMACHEMIE BV, HAARLEM NETHERLANDS
Laboratory/Laboratorium:  PHARMACHEMIE BV, HAARLEM NETHERLANDS
* SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
"TEVA, INDUSTRIA RSA

. 24 months/maande

Shelf-life/Rakleeftyd:
Date of registration: 28 AUGUST 2000
Datum van registrasic 28 AUGUSTUS 2000 -

LP8LZ 'ON OF
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MBR 15

MBR 15

Registration number/Registrasienommer:  32/11.4.2/0211
Name of medicine/Naam van medisyne: ~ CO-GEL
Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele:

EACH 10,0 ml SUSPENSION CONTAINS/ELKE 10,0 ml SUSPENSIE BEVAT:

DICYCLOMINE HYDROCHLORIDE ... 5,0 mg
DRIED ALUMINIUM HYDROXIDE ... 400,0 mg
LIGHT MAGNESIUM OXIDE ... 200,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,52,6,7
Apialicant/Applikant: BRAINWARE COMPU (PTY) LTD

Manufacturer/Vervaardiger: ALLIANCE PHARMA, VILLAGE MAIN RSA

Packer/Verpakker: ALLIANCE PHARMA, VILLAGE MAIN RSA

Laboratory/Laboratorium: ~ ALLIANCE PHARMA, VILLAGE MAIN RSA
BRAINWARE COMPU, LYNWOOD RSA
24 months/maande

Shelf-life/Rakleefiyd:

28 AUGUST 2000
28 AUGUSTUS 2000

Date of registration:
Datum van registrasie

Registration number/Registrasienommer:  33/34/0241
Name of medicine/Naam van medisyne: . SANDOSTATIN LAR 30 MG

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredientsmktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :

OCTREOTIDE ... 30,0 mg

Conditions of registration/Voorwaardes vir regiéﬁasie:
1,2,3,4,53,6,7 '

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA

BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA
NOVARTIS, LICHTSTRASSE BASLE SWITZERLAND
* NOVARTIS, SPARTAN KEMPTON PARK RSA

Packer/Verpakker:

Laboratory/Laboratorium: BIOCHEMIE GmbH, SCHAFTENAU TIROL AUSTRIA
: ~ 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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MBR 15

MBR 13

Registration number/Registrasienommer:  34/21.1/0250

Name of medicing/Naam van medisyne: ~ LANTUS '1 000 TU/10 ml

Dosage form/Doseringsvorm: - INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele: -

EACH 10,0 mi SOLUTION CONTAINS/ELKE 10,0 ml OPLOSSING BEVAT:
INSULIN GLARGINE ... 1 060,0 iu

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4, 53,6, 7 .

Applicant/ Applikant: 'HOECHST MARION ROUSSEL LTD

Manufacturer/Vervaardiger: HOECHST MARION ROUSSEL, FRANKFURT
WESTERN GERMANY

Packer/Verpakker: HOECHST MARION ROUSSEL, FRANI(FURT

. WESTERN GERMANY

Laboratory/Laboratorium: ~ HOECHST MARION ROUSSEL, FRANKFURT
WESTERN GERMANY
HOECHST MARION ROUSSEL, WALTLOO RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 18 SEPTEMBER 2000
Datum van registrasic 18 SEPTEMBER 2000

Registration number/Registrasienommer: ~ 33/30.1/0251
Name of medicine/Naam van medisyne: RABIPOR

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE
Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml DOSE CONTAINS/ELKE 1,0 ml DOSIS BEVAT:
RABIES VIRUS ..2,5iu.

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/Applikant: BIOVAC SA (PTY) LTD
Manufacturer/Vervaardiger: CHIRON BEHRING, MARBURG,GERMANY

Packer/Verpakker: CHIRON BEHRING, MARBURG,GERMANY
BIOVAC SA, WADEVILLE RSA

Laboratory/Laboratorium:  CHIRON BEHRING, MARBURG,GERMANY
BIOVAC SA, WADEVILLE RSA

Shelf-life/Rakleeftyd: 36 months/maande
‘Date of registration: 18 SEPTEMBER 2000

Datum van registrasic 18 SEPTEMBER 2000

iv8ie ON 2}
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MBR 15

Registration number/Registrasienommer:  33/1.2/0444

Name of medicine/Naam van medisyne: RITAPHEN 20

v Dbsage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET ONTVANG :
_ ME’I’HYLPHBNIDATE HYDROCHLORIDE ... 20,0 mg

Condmons ‘of registration/V. mmardes vir regnstrasw
1,2,3,4,5a.6,7 - .

Applicant/Applikant: TRIOMEb (PTY) LTD

Manufacturer/Vervaardiger: DANBURY PHAMACAL, CARMEL, NEW YORK USA
Packer/Verpakker: DANBURY PHAMACAL, CARMEL, NEW YORK USA

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

 Laboratory/Laboratorium: DANBURY PHAMACAL, CARMEL, NEW YORK USA
_ DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
TRIOMED, DURBANVILLE RSA
Shelf-life/Rakleeftyd: 24 months/maande
18 SEPTEMBER 2000

Date of registration: _
18 SEPTEMBER 2000

Datum van registrasie

MBR 15

Registration number/Registrasienommer:  32/20.1.1/0254

Name of medicine/Naam van medisyne: ~ RANDOCLIN 100 CAPSULES

Dosage form/Doseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT

DOXYCYCLINE HYDROCHLORIDE/DOKSISIKLIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT AAN
DOXYCYCLINE/DOKSISIKLIEN ... 100,0 mg

Conditions of reglstratxonNoorwaardes vir reglstrasw -
1,2,3,4,6,7 T
Applicant/Applikant: ' RANBAXY (SA) (PTY) LTD -

Manufacturer/Vervaardiger: . RANBAXY, DEWAS INDIA

Packer/Verpakker: RANBAXY, DEWAS INDIA
Laboratoryﬂ.aborawrimn:-- RANBAXY, DEWAS INDIA
© o+ ALLIANCE PHARMA, VILLAGE MA[N RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
© KHULULEKANI LABORATORY SERVICES,
‘MIDRAND RSA
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: . 24 months/maande
Date of registration: - -~ 18 SEPTEMBER 2000
Datum van registrasie 18 SEPTEMBER 2000 -
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MBR 135

Registration number/Registrasienommer:  34/21.1/0249

Name of medicine/Naam van medisyne: LANTUS 500 IU/5 ml

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SOLUTION CONTAINS/ELKE 5.0 ml OPLOSSING BEVAT :
INSULIN GLARGINE ... 500,0 iu

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/ Applikant: _ HOECHST MARION ROUSSEL LTD

Manufacturer/V ervaardiger: HOECHST MARION ROUSSEL, FRANKFURT
WESTERN GERMANY

HOECHST MARION ROUSSEL, FRANKFURT
WESTERN GERMANY

Packer/Verpakker:

Laboratory/Laboratorium:  HOECHST MARION ROUSSEL, FRANKFURT
WESTERN GERMANY
HOECHST MARION ROUSSEL, WALTLOO RSA
Shelf-life/Rakleefiyd: 24 months/maande

18 SEPTEMBER 2000
18 SEPTEMBER 2000

Date of registration:
Datum van registrasie

MBR [5

Registration number/Registrasienommer: 34/21.1/0248

Name of medicine/Naam van medisyne:  LANTUS 300 [U/3 ml

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingreclie.nts/ Aktiewe bestanddele:

EACH 3.0 m| SOLUTION CONTAINS/ELKE 3,0 ml OPLOSSING BEVAT
INSULIN GLARGINE ... 300,0 iu

Conditions of registration/Voorwaardes vir registra.sie:.
1,2,3,4,51,6,7 %
Applicant/Applikaht: HOECHST MARION ROUSSEL LTD
Manufacturer/Vervaardiger. HOECHST MARiON ROUSSEL, FRANKFURT WESTERN
GERMANY ; s

Packer/Verpakker HOECHST MARION ROUSSEL, FRANKFURT WESTERN
. GERMANY _
Laboratory/Laboratorium: ~ HOECHST MARION RQUSSEL, FRANKFURT WESTERN
GERMANY _
HOECHST MARION ROUSSEL, WALTLOO RSA
Shelf-life/Rakleeftyd: 24 months/maande

18 SEPTEMBER 2000

Date of registration: :
18 SEPTEMBER 2000

Datum van registrasie

I¥8le 'ON Vi
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MBR 15

MBR 15

Registration number/Registrasienommer:  33/21.5.1/0329

Name of medicine/Naam van medisyne: FLIXONASE NASULES
Dosage form/Doseringsvorm: DROPS/DRUPPELS
Active ingredients/Aktiewe bestanddele:

EACH DOSE CONTAINS/ELKE DOSIS BEVAT:
FLUTICASONE PROPIONATE ... 400,0 mcg

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

Applicant/Applikant: - GLAXO WELLCOME SA (PTY) LTD
Manufacturer/Vervaardiger: GLAXO WELLCOME, VICTORIA AUSTRALIA

Packer/Verpakker: GLAXO WELLCOME, VICTORIA AUSTRALIA
GLAXO WELLCOME, MIDRAND RSA
Laboratory/Laboratorium: GLAXO WELLCOME, VICTORIA AUSTRALiA
'GLAXO WELLCOME, MIDRAND RSA
Shelf-life/Rakleeftyd: 24 months/maande
18 SEPTEMBER 2000
18 SEPTEMBER 2000

- Date of registration:
Datum van registrasie

Registration number/Registrasienommer: 33/3.1/0294
Name of medicine/Naam van lﬁ&disyne: [P-MELOXICAM 7.5 MG TABLET
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: -

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

MELOXICAM ... 7.5 mg

Conditions of xeglstratlonf\/ocrwaardes. vir registrasie:
1,2,3,4,5a,6,7 . |
Applicant/Applikant: . l'NGELHEIM PHARMACEUTICALS (PTY) LTD, , .
Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, [NGELHEIM AM RHEIN,
j GERMANY L

BOEHRINGER INGELHEIM, INGELHEIM AM Rl-[EIN,
GERMANY __
HOECHST MARION ROUSSEL, WALTLOO RSA

Packer/Verpakker:

Laboratory/Laboratorium: ~ BOEHRINGER INGELI-[EIM,’ INGELHEIM AM RHEIN,
: GERMANY
HOECHST MARION ROUSSEL, WALTLOO RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA

_ Shelf-life/Rakleeftyd: 60 months/maande*
Date of registration: 19 SEPTEMBER 2000
19 SEPTEMBER 2000

Datum van registrasie
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MBR 15

Registration number/Registrasienommer:  32/20.1.1/0596
Name of medicine/Naam van medisyne:  SUMADAX SUSPENSION 90 MG/5 ML

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
CEFTIBUTEN ... 90,0 mg

Conditions of registration/Voorwaardes vir registrasie;
1,2,3.4,3a,6,7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD

Manufacturer/Vervaardiger: SCHERING, MIAMI FLORIDA USA

SCHERING, MIAMI FLORIDA USA

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA :

SCHERING-PLOUGH, SUFFOLK, UK.

Packer/Verpakker:

Laboratory/Laboratorium: SCHERING, MIAMI FLORIDA USA
SCHERING-PLOUGH, ISANDO RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 19 SEPTEMBER 2000
Datum van registrasie 19 SEPTEMBER 2000

MBR I3

Registration number/Registrasicnommer; 32:20. 1 /0397

Name of medicing/Naam van medisvie: SUMADAN SUSPENSION 180 MG/3 ML

Dosage form/Doseringsyorm: SUSPENSION/SUSPENSIE

Active ingredients/ Aktiewe bestanddele;

EACH 5.0 ml SUSPENSION CONTAINS/ELKE 5.0 ml SUSPENSIE BEVAT;
CEFTIBUTEN ... 150.0 mg

Conditions of registration/ Voorwaardes vir registrasic:
[.2.3.4.52.0.7
Apphicant/Apphkant: SCHERING-PLOUGH (PTY) LTD
Manubacturer/Ven aardiger: SCHERING. MIAMI FLORIDA USA
Pacher/Verpahker: SCHERING. MIAMI FLORIDA i_iS:\

LONGDALE RSA
SCHERING-PLOUGH. SUFFOLK. UK.

Laboratory/Laboratorium: - SCHERING. MIAMI FLORIDA USA
SCHERING-PLOUGH. ISANDO R5A
Shett-lite/Rakleefivd: 24 months/maamde

19 SEPTEMBER 200
19 SEPTEMBER 2000

Date of registration
Datum van registrasic

DIVPHARM MANUFACTURING AND I"-\C.H.-\(HNU.

P8l ON 91
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MBR 13

MBR 15

Registration number/Registrasienommer:  29/8.3/0358

Name of medicine/Naam van medisyne:. LEUCOVORIN - FAULDING 3mg/ml

Dosage fovaoseringsvonn‘ INJ'ECTTONIINSPUH'ING

Active ingredients/Aktiewe b&etanddelc 2
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT
CALCIUM FOLINATE EQUIVALENT TO LEUCOVORIN . 3,0mg -

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

ApphcantiApphkant: PHARMAPLAN (PTY) LTD
Manufacturer/Vervaardiger: .F H FAULDING & CO, VICTORIA AUSTRALIA

PéckerNerpakker: F.H FAULDING & CO, VICTORIA AUSTRALIA

-Laboratbry[Laboratoﬁum; F HFAULDING & CO, VICTORIA AUSTRALIA
P ' CONSULTING CHEMICAL LAB, STAR STREET,

BOKSBURG, RSA
PHARMAPLAN, MIDRAND RSA

Shelf-life/Rakleeftyd:. - 24 months/maande
Date of registration: 19 SEPTEMBER 2000
Datum van registrasie 19 SEPTEMBER 2000

. PackerN erpakker;

Registration number/Registrasienommer:  33/11.4.1/0497

Name of medicine/Naam van medisyne: NEUTRACID ANTACID
Dosage fomx/Dosermgsvorm -+ . TABLET

Active mgredlcnts/Akttewe bestanddele :

EACH TABLET CONTAINS/ELKE TABLET BEVAT

CALCIUM CARBONATE ... 500,0 mg .

Conditions of registration/V oorwaardes vir registrasie:
I234Ja,678a,9 v

Apphcant!Apphkam ADCOCK INGRAM LTD
Manufa,cturerNewaardlger ADCOCK INGRAM LTD, WADEVILLE RSA

ADCOCK l'NGR.AM LTD, WADEVILLE RSA

 Laboratory/Laboratorium:' . ADCOCK INGRAM LTD, WADEVILLE RSA -

ADCOCK INGRAM LTD, CLAYVILLE RSA

24 moﬁths:’maande

Shelf-life/Rakleeftyd:
Date of registration: 26 SEPTEMBER 2000
26 SEPTEMBER 2000

Datum van registrasie

812 ON
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MBR 15

MBR 15

Registration number/Registrasienommer: 34/7.1.3/0016
Name of medicine/Naam van medisyne: ALAPREN 20 TABLETS
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ENALAPRIL MALEATE ... 20,0 mg

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

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

Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA
Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: 24 months/maande
27 SEPTEMBER 2000
27 SEPTEMBER 2000

Date of registration:
Datum van registrasie

Registration number/Registrasienommer;  34/7.1.3/0015
Name of medicine/Naam van medisyne: ALAPREN 10 TABLETS
Dosage form/Doseringsvorm. TABLET

Active ingredients/Aktiewe bestanddele; .
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ENALAPRIL MALEATE ... 10,0 mg

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

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

Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpaldker: RANBAXY, PAONTA SAHIB INDIA

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

) RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: - 24 months/maande
27 SEPTEMBER 2000
27 SEPTEMBER 2000. :

Date of registration:
Datum van registrasie

L¥8L€ ON 8t
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MBR 15

MBR 15

Registration number/Registrasienommer:  34/7.1.3/0014

Name of medicine/Naam van medisyne: ALAPREN 5 TABLETS
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
ENALAPRIL MALEATE ... 5,0 mg

.Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: RANBAXY (SA) (PTY) LTD
Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA
Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA

Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
' ALLIANCE PHARMA, VILLAGE MAIN RSA

BIOCHEMICAL & SCIENTIFIC CONSULTANTS,

HILTON RSA

KHULULEKANI LABORATORY SERVICES,

MIDRAND RSA

RANBAXY, BRYANSTON RSA
.Shclf—[ifefRaklecﬂyd: 24 months/maande

27 SEPTEMBER 2000
27 SEPTEMBER 2000

Date of registration:
Datum van registrasie

Registration 11umberfRegistrasicn-ommer: 34/7.1.3/0013

Name of medicine/Naam van medisyne: ALAPREN 2,5 TABLETS
Dosage form/Doseringsvorm: TABLET

Active mgredtents!Aktlewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT

ENALAPRIL MALEATE ... 25 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,5a,6,7
Applicant/Applikant: RANBAXY (SA) (PTY) LTD
Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDLI'\.
Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA

Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA

BIOCHEMICAL & SCIENTIFIC CONSULTANTS,

HILTON RSA _
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA

RANBAXY, BRYANSTON RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 27 SEPTEMBER 2000
Datum van registrasie 27 SEPTEMBER 2000
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MBR 15

MBR 15

Registration number/Registrasienommer:  32/13.1/0396
Name of medicine/Naam van medisyne: BAXIDIN
Dosage form/Doseringsvorm: LIQUID/VLOEISTOF

Active ingredients/Aktiewe bestanddele:

EACH 100,0 m! LIQUID CONTAINS/ELKE 100,0 ml VLOEISTOF BEVAT :

CETRIMIDE .. 150¢g
CHLORHEXIDINE GLUCONATE .15 g

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,6,7
Applicant/Applikant: ZEDCHEM (PTY) LTD
Manufacturer/Vervaardiger: ZEDCHEM, DIEP RIVER RSA
Packer/Verpakker: ZEDCHEM, DIEP RIVER RSA

Laboratory/Laboratorium: ~ZEDCHEM, DIEP RIVER RSA
S A FOUNDATION FOR PROCESS,

CAPE TOWN RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration; 28 SEPTEMBER 2000
Datum van registrasie 28 SEPTEMBER 2000

Registration number/Registrasienommer:  34/7.1.3/0009

Name of medicine/Naam van medisyne: RENA 2,5

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ENALAPRIL MALEATE ... 2,5 mg

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

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

Manufacturer/Vervaardiger;: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA -
Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
: ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS
HILTON RSA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: 24 months/maande
28 SEPTEMBER 2000
28 SEPTEMBER 2000

Date of registration:
Datum van registrasie

*
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MBR 15

Registration number/Registrasienommer: 34/7.1.3/0010
Name of medicine/Naam van medisyne:  RENA 5
. Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT
ENALAPRIL MALEATE ... 5,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,53,6,7

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

Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA
Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
HILTON RSA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftvd: 24 months/maande
Date of registration: 28 SEPTEMBER 2000
Datum van registrasie 28 SEPTEMBER 2000

MBR 15

Registration number/Registrasienommer: 34/7.1.3/0011
Name of medicine/Naam van medisyne: RENA 10
Dosage form/Doseringsvorm: TABLET

Active 'ingredients!Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT :
ENALAPRIL MALEATE ... 10,0 mg

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

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

Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA

Laboratory/Laboratorium:  RANBAXY, PAONTA SAHIB INDIA
ALLIANCE PHARMA, VILLAGE MAIN RSA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA

BIOCHEMICAL & SCIENTIFIC CONSULTANTS,

HILTON RSA
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: 24 months/maande

28 SEPTEMBER 2000
28 SEPTEMBER 2000

Date of registration:
Datum van registrasie
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MBR I3

Registration number/Registrasienommer:  34/7.1.3/0012
Name of medicine/Naam van medisyne: RENA 20 i
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: '
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ENALAPRIL MALEATE ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 53,6, 7

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

Manufacturer/Vervaardiger: RANBAXY, PAONTA SAHIB INDIA

Packer/Verpakker: RANBAXY, PAONTA SAHIB INDIA
Laboratory/Laboratorium: RANBAXY, PAONTA SAHIB INDIA
_ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS,
"HILTON RSA -
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA : . i
RANBAXY, BRYANSTON RSA
Shelf-life/Rakleeftyd: 24 months/maande
28 SEPTEMBER 2000
28 SEPTEMBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  30/20.1.2/0293
Name of medicine/Naam van medisyne: MOXYCLAV S

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN ... 125,0 mg

POTASSIUM CLAVULANATE/ KALIUMKLAVULANAAT

EQUIVALENT TO/EKWIVALENT AAN

CLAVULANIC ACID/KLAVULAANSUUR ... 31,25 mg

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

Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD
Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, WORTHING SUSSEX UK

SMITHKLINE BEECHAM, WORTHING SUSSEX UK
SMITHKLINE BEECHAM, EPPING RSA RSA

Packer/Verpakker:

_L@boratoryfl.,aboratorium: SMITHKLINE BEECHAM, WORTHING SUSSIEX UK

SMITHKLINE BEECHAM, EPPING RSA RSA

Shelf-life/Rakleeftyd: - 24 months/maande
28 SEPTEMBER 2000

Date of registration: !
28 SEPTEMBER 2000

Datum van registrasie
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MBR 15

Registration numbeffRegistrasieuommer: 30/20.1.2/0317

Name of medicine/Naam van medisyne:  CLAVUMOXS .

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSION
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLINAMOKSISILLIEN ... 125,0 mg~

POTASSIUM CLAVULANATE/KALIUMKLAVULANAAT

EQUIVALENT TO/EKWIVALENT AAN
CLAVULANIC ACID/KLAVULAANSUUR ...31,25 mg
Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD

Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, WORTHING SUSSEX UK

Packer/Verpalder: SMITHKLINE BEECHAM, WORTHING SUSSEX UK
SMITHKLINE BEECHAM, EPPING RSA
Laboratory/Laboratorium:  SMITHKLINE BEECHAM, WORTHING SUSSEX UK

SMITHKLINE BEECHAM, EPPING RSA
Shelf-life/Rakleeftyd: 24 months/maande

28 SEPTEMBER 2000
28 SEPTEMBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:
Name of medicine/Naam van medisyne:

Dosage form/Doseringsvorm:

33/34/0159
ARACHIS OIL-DAROL

" OIL/OLIE

Active ihgrled'ients'fA'ktiewe bestanddele:
EACH 100,0 m! CONTAINS/ELKE 100, 0 ml BEVAT:.

ARACHIS OIL .

Conditions of regtstratlon.-’\/oomaardes wr regtstrasle

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

Applicant/ Applikant:

Manufacturer/Vervaardiger:.

Packer/Verpakker:
Laboratory/Laboratorium:
Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

.. 100,0.ml

BARRS 'PHARMAC_EUTI_CAL IN DUSTR_IES_: CcC .
BARRS PHARM INDUSTRIES, OBSER\{ATORY RSA
BARRS_PI{ARM INDUSTRIES, OBSERVATORY RSA
BARRS PHARM INDUSTRIES, OBSERVATORY RSA
24 monthsfmaandc

28 SEPTEMBER 2000
28 SEPTEMBER 2000
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MBR 15

Registration number/Registrasienommer:  30/20.1.2/0318

Name of medicine/Naam van medisyne: CLAVUMOX SF

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN .. .250,0 mg

POTASSIUM CLAVULANATE/KALIUMKLAVULANAAT

EQUIVALENT TO/EKWIVALENT AAN
CLAVULANIC ACID/KLAVULAANSUUR .. . 62,5 mg
Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD

Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, WORTHING SUSSEX UK

Packer/Verpakker: SMITHKLINE BEECHAM, WORTHING SUSSEX UK
SMITHKLINE BEECHAM, EPPING RSA
Laboratory/Laboratorium: ~ SMITHKLINE BEECHAM, WORTHING SUSSEX UK

SMITHKLINE BEECHAM, EPPING RSA
Shelf-life/Rakleeftyd: 24 months/maande

28 SEPTEMBER 2000
28 SEPTEMBER 2000

Date of registration:
Datum van registrasie.

MBR 15

Registration number/Registrasienommer: 33/34/0138

Name of medicine/Naam van medisyne: ALUM POWDER-DAROL
Dosage form/Doseringsvorm: POWDER/POEIER

Active ingredients/Aktiewe bestanddele:

EACH 50,0 g POWDER CONTAINS/ELKE 50,0 ¢ POEIER BEVAT:
ALUM .. 50,0 ¢

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

Applicant/Applikant: BARRS PHARMACEUTICAL INDUSTRIES CC

Manufacturer/Vervaardiger: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Packer/Verpakker: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Laboratory/Laboratorium: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Shelf-life/Rakleeftyd: 24 months/maande

29 SEPTEMBER 2000
29 SEPTEMBER 2000

Date of registration:
Datum van registrasie

L7812 'ON Ve
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MBR 15

Registration number/Registrasienommer: 33/34/0137

Name of medicine/Naam van medisyne: =~ ALOES POWDER-DAROL
Dosage form/Doseringsvorm: POWDER/POEIER
Active ingredients/Aktiewe bestanddele:

EACH 25.0 g POWDER CONTAINS/ELKE 25,0 ¢ POEIER BEVAT :
ALQES ..250¢g

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

Applicant/Applikant: BARRS PHARMACEUTICAL INDUSTRIES CC
Manufacturer/Vervaardiger: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Packer/Verpakker: BARRS PHARM INDUSTRIES; OBSERVATORY RSA

Laboratory/Laboratorium: BARRS PHARM INDUSTRIES, OBSERVATORY RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 29 SEPTEMBER 2000
Datum van registrasie 29 SEPTEMBER 2000

MBR 15

Registration number/Registrasienommer:  31/7.1/0644

Name of medicine/Naam van medisyne: ~ PARKE-MED - CAPTOPRIL 25 MG

Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CAPTOPRIL ... 25,0 mg

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

Applicant/Applikant: WARNER-LAMBERT SA (PTY) LTD
Manufacturer/Vervaardiger: WARNER-LAMBERT, RETREAT RSA
Packer/Verpakker: WARNER-LAMBERT, RETREAT RSA

Laboratory/Laboratorium: WARNER-LAMBERT, RETREAT RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 29 SEPTEMBER 2000
Datum van registrasie 29 SEPTEMBER 2000
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MBR 15

Registration number/Registrasienommer:  31/7.1/0645

Name of medicine/Naam van medisyne: PARKE-MED - CAPTOPRIL 50 MG
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :

CAPTOPRIL ... 50,0 mg

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

Applicant/Applikant; WARNER-LAMBERT SA (PTY) LTD

Manufacturer/Vervaardiger: WARNER—LAMBERT, RETREAT RSA
Packer/Verpakker: WARNER-LAMBERT, RETREAT RSA
Laboratory/Laboratorium: ~ WARNER-LAMBERT, RETREAT RSA
Shelf-life/Rakleeftyd: 24 months/maande

29 SEPTEMBER 2000
29 SEPTEMBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  34/20.2.3/0030
Name of medicine/Naam van medisyne: RIFINAH JUNIOR 60/30

Dosage form/Doseringsvorm: POWDER/POEIER
Active ingredients/Aktiewe bestanddele:

EACH SACHET CONTAINS/ELKE SAKKIE BEVAT:
ISONIAZID ... 30,0 mg

RIFAMPICIN ... 60,0 mg

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

Applicant/Applikant HOECHST MARION ROUSSEL LTD

Manufacturer/Vervaardiger;: HOECHST MARION ROUSSEL, WALTLOO RSA

HOECHST MARION ROUSSEL, WALTLOO RSA
PHARMA-Q, INDUSTRIA RSA

TECHNIKON LABORATORIES, FLORIDA RSA
WRAPSA, CENTURION RSA

Packer/Verpakker:

Laboratory/Laboratorium:  HOECHST MARION ROUSSEL, WALTLOO RSA

Shelf-life/Raklecftyd: 24 months/maande
29 SEPTEMBER 2000 . .

Date of registration: ;
. .29 SEPTEMBER 2000

Datum van registrasie
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MBR 15

MBR 15

Registration number/Registrasienommer: 34/20.2.3/0031
Name of medicine/Naam van medisyne: RIFATER JUNIOR

Dosage form/Doseringsvorn: POWDER/POEIER
Active ingredients/Aktiewe bestanddele:

EACH SACHET CONTAINS/ELKE SAKKIE BEVAT:
ISONIAZID ... 30,0 mg

PYRAZINAMIDE ... 150,0 mg

RIFAMPICIN ... 60,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,5,6,7

Applicant/Applikant; HOECHST MARION ROUSSEL LTD
Manufacturer/Vervaardiger: HOECHST MARION ROUSSEL, WALTLOO RSA
Packer/Verpakker: HOECHST MARION ROUSSEL, WALTLOO RSA
PHARMA-Q, INDUSTRIA RSA
TECHNIKON LABORATORIES, FLORIDA RSA
WRAPSA, CENTURION RSA

Laboratory/Laboratorium: ~ HOECHST MARION ROUSSEL, WALTLOO RSA
SOUTH AFRICAN BUREAU OF STANDARDS,

PRETORIA RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 20 SEPTEMBER 2000
Datum van registrasie 29 SEPTEMBER 2000

Registration number/Registrasienommer: 3 1/20.2.8/0585

Name of medicine/Naam van medisyne: RAVUCLIR CREAM
Dosage form/Doseringsvorm: ~ CREAM/ROOM
Active ingredients/Aktiewe bestanddele:

EACH 1,0 g CREAM CONTAINS/ELKE 1,0 g ROOM BEVAT:
ACICLOVIR ...50,0 mg : '

Conditions of registration/Voorwaardes vir registrasie:
1.2,3.4,53,6,7

Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD
Manufacturer/Vervaardiger: GLAXO WELLCOME, DURHAM UK

Packer/Verpakker: GLAXO WELLCOME, DURHAM UK
GLAXO WELLCOME, MIDRAND RSA

Laboratory/Laboratorium: ~ GLAXO WELLCOME, DURHAM UK
GLAXO WELLCOME, MIDRAND RSA

Shelf-life/Rakleeftyd: 36 months/maande
Date of registration: 29 SEPTEMBER 2000
Datum van registrasie 29 SEPTEMBER 2000
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MBR 15

Registration number/Registrasienommer;  33/34/0148

Name of medicine/Naam van medisyne: BORACIC ACID POWDER BP-DAROL
Dosage form/Doseringsvorm: POWDER/POEIER

Active ingredients/Aktiewe bestanddele:

EACH 50,0 ¢ CONTAINER CONTAINS/ELKE 50,0 g POEIER BEVAT:
BORIC ACID ... 50,0 g

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

Applicant/Applikant: BARRS PHARMACEUTICAL INDUSTRIES CC

Manufacturer/Vervaardiger: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Packer/Verpakker: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Laboratory/Laboratorium: ~ BARRS PHARM INDUSTRIES, OBSERVATORY RSA
Shelf-life/Rakleeftyd: 24 months/maande

29 SEPTEMBER 2000
29 SEPTEMBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  33/34/0157

Name of medicine/Naam van medisyne: LINSEED OIL-DAROL

Dosage form/Doseringsvorm: OIL/OLIE

Active ingredients/Aktiewe bestanddele:

EACH 160,0 ml BOTTLE CONTAINS/ELKE 100,0 ml BOTTEL BEVAT:
LINSEED OIL ... 100,0 ml

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,6,7
Applicant/Applikant: BARRS PHARMACEUTICAL INDUSTRIES CC

Manufacturer/Vervaardiger: BARRS PHARMACEUTICAL INDUSTRIES,
OBSERVATORY RSA

BARRS PHARMACEUTICAL INDUSTRJES
OBSERVATORY RSA

Packer/Verpakker:

Laboratory/Laboratorium: BARRS PHARMACEUTICAL IND USTRIES,
OBSERVATORY RSA

Shelf-life/Rakleeftyd: - 24 months/maande

29 SEPTEMBER 2000
29 SEPTEMBER 2000

Date of registration:
Datum van registrasie
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'MBR 15

Registration number/Registrasienommer:  30/20.1.2/0344

Name of medicine/Naam van medisyne: ~ MENTIN 375

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN .. 250,0 mg

POTASSIUM CLAVULANATE/KALIUMKLAVULANAAT
EQUIVALENT TO/EKWIVALENT AAN

CLAVULANIC ACID/KLAVULAANSUUR .. 125.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4,5a,6.7
Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD
Manufacturer/Vervaardiger : SMITHKLINE BEECHAM, VICTORIA AUSTRALIA
Packer/Verpalcker: SMITHKLINE BEECHAM, EPPING RSA

Laboratory/Laboratorium: ~ SMITHKLINE BEECHAM, VICTORIA AUSTRALIA
SMITHKLINE BEECHAM, EPPING RSA

Shelf-life/Rakleeftyd: 24 months/maande

09 OCTOBER 2000
09 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  34/7. 1.3/0029

Name of medicine/Naam van medisyﬁe: ENALAHEXAL 2,5
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: :
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ENALAPRIL MALEATE ... 2,5 mg.

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

Applicant/Applikant: HEX'AL PHARMA (SA) (PTY) LTD
Manufacturer/Vervaardiger: GEA FARMACEUTISK, HVIDOVRE, DENMARK

Packer/Verpakker: GEA FARMACEUTISK, HVIDOVRE, DENMARK

DIVPHARM MANUFACTURING AND PACKAGING,

LONGDALE RSA

Laboratory/Laboratorium: GEA FARMACEUTISK, HVIDOVRE, DENMARK
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleefiyd: 24 months/maande
Date of registration: 09 OCTOBER 2000
Datum van registrasie 09 OKTOBER 2000
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MER 15

Registration number/Registrasienommer:  33/5.2/0231
Name of medicine/Naam van medisyne: XATRAL 2,5 mg
Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
ALFUZOSIN HYDROCHLORIDE ... 2.5 mg

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

Applicant/Applikant: SANOFI - SYNTHELABO (PTY)LTD
Manufacturer/Vervaardiger; SYNTHELABO GROUPE, TOURS,CEDEX,FRANCE

Packer/Verpakker: HOECHST MARION ROUSSEL, WALTLOO RSA

Laboratory/Laboratorium:  SYNTHELARO GROUPE, TOURS,CEDEX,FRANCE
HOECHST MARION ROUSSEL, WALTLOO RSA
SANOFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 09 OCTORBER 2000
Datum van registrasie 09 OKTOBER 2000

MBR 13

Registration number/Registrasienommer: 30/5.2/0182

Name of medicine/Naam van medisyne: XATRAL SR 5,0 mg
Dbsage forn/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ALFUZOSIN HYDROCHLORIDE ... 5.0 mg

. Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4, 53, 6,7
Applicant/Applikant: SANOFI - SYNTHELABO (PTY) LTD
Manufacturer/Vervaardiger: SYNTHELABO GROUPE, TOURS,CEDEX,FRANCE

SYNTHELABO GROUPE,TOURS,CEDEX,FRANCE
HOECHST MARION ROUSSEL, WALTLOO RSA

Packer/Verpakker:

Laboratory/Laboratorium: SYNTHELABOQ GROUPE. TOURS,CEDEX,FRANCE
HOECHST MARION ROUSSEL, WALTLOO RSA
SANOQFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 36 months/maande
Date of registration: 09 OCTOBER 2000
Datum van registrasie 09 OKTOBER 2000

L¥8l2 'ON o0f
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MBR 135

MBR 15

Registration number/Registrasienommer: 30/11.4.3/0497
Name of medicine/Naam van medisyne: SUCOSA
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :

' SUCRALFATE 10g

Condmons of reglstratlonN oorwaardes vir reglstrasue

1,2,3;4,52,6,7 -
Applicant/Applikant: GAREC {PTY) LTD
, Manufacturer/Vervaardiger: APOTEX INC, SIGNET DRIVE WESTON
: . ONTARIO CANADA
PackerN;rpal;;ker: APOTEX lNC WESTON ROAD, WESTON

ONTARIO CANADA

Laboratory/Laboratorium: ~ APOTEX INC, SIGNET DRIVE, WESTON,
ONTARIO CANADA

INSTITUTE FOR PHARM & CHEM SERVICE,

"TECHNIKON PRETORIA RSA .
GAREC, WOODMEAD SANDTON RSA

Shelf-lifefRaklceftyd: 24 months/maande

Date of registration: 10 OCTOBER 2000
Datum van registrasie 10 OKTOBER 2000

Registration number/Registrasienommer: ~ 33/7.1 .3/0363

~ Name of medicine/Naam van medisyne: ~ COVERSYL PLUS

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: A
_EACH TABLET CONTAINS/ELKE TABLET BEVAT: :

INDAPAMIDE ... 1,25 mg
PERINDOPRIL ... 4,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1.2.3,4,5,6,7 | . i

Applicant/Applikant: 'SERVIER LABORATDRIES SA (PTY) LTD'- 3

Manufacturer/Vervaardiger: LES LABORATORY SERVIER, FLEURY—LES—AUBRAIS :
FRANCE R .

Packer/Verpakker: . IF‘—S]TEEEORATORY SERVIER, FLEURY’-LES AUBRAIS '-'

TECHNIKON LA_BORATO_RIES,- FLORIDA RSA

Laboratory/Laboratorium: ~ LES LABORATORY SERVIER, FLEURY-LES-AUBRAIS

FRANCE
INSPECTORATEM & L, ORMONDE RSA
SERVIER LABORATORIES, RIVONIA

Shelf-life/Rakleeftyd: 36 months/maande
Date of registration: 10 OCTOBER 2000

Datum van registrasie 10 OKTOBER 2000
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MBR 15

MBR 15

Registration number/Registrasienommer:  32/2.5/0459
Name of medicine/Naam van medisyne: LAMICTIN P50
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
LAMOTRIGINE ... 50,0 mg

* Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/Applikant: GLAXO WELLCOME SA (PTY)LTD

Manufacturer/Vervaardiger: GLAXO WELLCOME, HERTFORDSHIRE UK
GLAXO WELLCOME, KENT UK

GLAXO WELLCOME, HERTFORDSHIRE UK
GLAXO WELLCOME. KENT UK
GLAXO WELLCOME, MIDRAND RSA

Packer/Verpakker:

Laboratory/Laboratorium:  GLAXO WELLCOME, HERTFORDSHIRE UK
GLAXO WELLCOME, KENT UK
GLAXO WELLCOME, MIDRAND RSA
Shelf-life/Rakieeftyd: 36 monthsfmaande
Date of registration: 10 OCTOBER 2000
Datum van registrasie . 10 OKTOBER 2000

Registration number/Registrasienommer: 32/2.5/0460
Name of medicine/Naam van medisyne: LAMICTIN P200
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
LAMOTRIGINE ... 200,0 mg

- Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD

‘Manufacturer/Vervaardiger: GLAXO WELLCOME, HERTFORDSHIRE UK

GLAXO WELLCOME, KENT UK .

Packer/Verpakker:
GLAXO WELLCOME, KENT UK
GLAXO WELLCOME, MIDRAND RSA

Laboratory/Laboratorium: ~ GLAXO WELLCOME, HERTFORDSHIRE UK

GLAXO WELLCOME, KENT UK . .
GLAXO WELLCOME, MIDRAND RSA

Shelf-life/Rakleeftyd: 36 months/maande
Date of registration: 10 OCTOBER 2000

Datum van registrasie 10 OKTOBER 2000

1P81Z 'ON Z€
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MBR 15

Registration number/Registrasienommer: ~ 31/8.2/0581

Name of medicine/Naam van medisyne: FRAXIPARINE | ml

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele: - -
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1 ,0ml OPLOSSING BEVAT:
NADROPARIN CALCIUM .. 9500,0 iuaxa

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,6,7
Applicant/Applikant: SANOFI - SYNTHELABO (PTY) LTD

Manufacturer/Vervaardiger: SANOFIL, NOTRE DAME DE BONDEVILLE FRANCE

Packer/Verpakker: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

Laboratory/Laboratorium:  SANOFL, NOTRE DAME DE BONDEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: - 10 OCTOBER 2000

Datum van registrasie 10 OKTOBER 2000

MBR 15

Registration number/Registrasienommer: ~ 31/8.2/0580
Name of medicine/Naam van medisyne: ~ FRAXIPARINE 0,8 ml
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddelé:
EACH 0,8 ml SOLUTION CONTAINS/ELKE 0,8 m! OPLOSSING BEVAT:
NADROPAR]N CALCIUM . 7600 iu axa

Condmons of registration/V oorwaardes vir reglstrame
1,2,3,4,6,7 _
Applicant/Applikant: SANOFI - SYNTHELABO (PTY)LTD '+

Manufacturer/Vervaardiger: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

Packer/Verpakker: SANOFL, NOTRE DAME DE BONDEVILLE FRANCE

Laboratory/Laboratorium:  SANOFL, NOTRE DAME DE BONDEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleofiyd: 24 months/maande

Dats of registration: 10 OCTOBER 2000

Datum van registrasie’ 10.0KTOBER 2000
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MBR 15
Registration number/Registrasienommer:  31/8.2/0579
Name of medicine/Naam van medisyne: FRAXIPARINE 0,6 ml
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 0,6 m! SOLUTION CONTAINS/ELKE 0,6 m] OPLOSSING BEVAT :
NADROPARIN CALCIUM ... 5700,0 iu axa

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,6,7
Applicant/Applikant: SANOFI - SWLABO (PTY) LTD
Manufacturer/Vervaardiger: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE
Packer/Verpakker: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

Laboratory/Laboratorium: ~ SANOFI, NOTRE DAME DE BONDEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration; 10 OCTOBER 2000
Datum van registrasie

10 OKTOBER 2000

MBR 15
Registration number/Registrasienommer: 33/8/0289
Name of medicine/Naam van medisyne: ~ AGRYLIN | MG
Dosage form/Doseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:

ANAGRELIDE HYDROCHLORIDE MONOHYDRATE EQUIVALENT TO
ANAGRELIDE ... 1,0mg -

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7 _
Applicant/Applikant: TEMA MEDICAL (PTY) LTD

Manufacturer/Vervaardiger: MALLINCKRODT CHEM, RAILROAD AVE, HOBART USA
. MALLINCKRODT CHEM, PEARL STREET, HOBART USA

MALLINCKRODT CHEM, PEARL STREET, HOBART USA
TECHNIKON LABORATORIES, FLORIDA RSA
Laboratory/Laboratorium: MALLINCKRODT CHEM, PEARL STREET, HOBART USA
BIOCON RESEARCH LAB, PRETORIA RSA

INSTITUTE FOR INDUSTRIAL PHARMACY,
POTCHEFSTROOM UNIVERSITY RSA
NUCRO-TECHNICS,ONTARIO,CANADA

TEMA MEDICAL, SANDTON, RSA

Packer/Verpakker:

Shelf-life/Raklecftyd: 24 months/maande

10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer: ~ 33/8/0288

Name of medicine/Naam van medisyne: AGRYLIN 0,5 mg

Dosage form/Doseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :

ANAGRELIDE HYDROCHLORIDE MONOHYDRATE EQUIVALENT TO
ANAGRELIDE ... 0,5 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: TEMA MEDICAL (PTY) LTD
Manufacturer/Vervaardiger; MALLINCKRODT CHEM, RAILROAD AVE, HOBART USA
MALLINCKRODT CHEM, PEARL STREET, HOBART USA

MALLINCKRODT CHEM, PEARL STREET, HOBART USA
TECHNIKON LABORATORIES, FLORIDA RSA

Packer/Verpakker:

Laboratory/Laboratorium: MALLINCKRODT CHEM, PEARL STREET, HOBART USA
BIOCON RESEARCH LAB, PRETORIA,RSA
INSTITUTE FOR INDUSTRIAL PHARMACY,
POTCHEFSTROOM UNIVERSITY RSA
NUCRO-TECHNICS,ONTARIO,CANADA
TEMA MEDICAL, SANDTON, RSA
Shelf-life/Rakleeftyd: 24 months/maande
10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer: ~ 33/7.3/0312

Name of medicine/Naam van medisyne: IMIGRAN SUPPOSITORY

Dosage form/Doseringsvorm: ~ SUPPOSITORY/SETPIL

Active ingredients/Aktiewe bestanddele:
EACH SUPPOSITORY CONTAINS/ELKE SETPIL BEVAT:
SUMATRIPTAN .. 25,0mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,5a,6,7
Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD
Manufacturer/Vervaardiger: LABORATORY GLAXO WELLCOME SA, EVREUX
( FRANCE
Packer/Verpakker: LABORATORY GLAXO WELLCOME SA, EVREUX
FRANCE
GLAXO WELLCOME, MIDRAND RSA RSA
Laboratory/Laboratorium:  LABORATORY GLAXO WELLCOME SA, EVREUX

FRANCE
GLAXO WELLCOME, MIDRAND RSA RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 10 OCTOBER 2000
10 OKTOBER 2000

Datum van registrasie
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MBR I3

Registration number/Registrasienommer:  33/10.2.1/0194

Name of medicine/Naam van-medisyne: SABAX FENOTEROL HBr 0,5 MG/2 ML

Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:
EACH 2,0 ml SOLUTION CONTAINS/ELKE 2,0 m| OPLOSSING BEVAT:
FENOTEROL HYDROBROMIDE ... 0,5 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4,52,6,7
Applicant/Applikant: ADCOCK INGRAM LTD (CRITICAL CARE)
Manufacturer/Vervaardiger: ADCOCK INGRAM LTD, | SABAX RD JHB RSA
Packer/Verpakker: ADCOCK INGRAM LTD, 1 SABAX RD JHB RSA
Laboratory/Laboratorium: ADCOCI( INGRAM LTD, | SABAX RD JHB RSA
Shelf-life/Rakieetiyd: 24 months/maande

10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasic

MBR 15

Registration number/Registrasienommer: 28/30.1/0318

Name of medicine/Naam van medisyne: MORUPAR

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 0,5 ml CONTAINS AT LEAST/ELKE 0,5 ml BEVAT TENMINSTE:
MEASLES VIRUS (SCHWARTZ STRAIN) _.. 1 000 TCID/50

MUMPS VIRUS (URABE AMY STRAIN) ... 5 000 TCID/50

RUBELLA VIRUS (WISTAR RA 27/3) ...1 000 TCID/50

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

Applicant/Applikant: BIOVAC SA (PTY) LTD
Manufacturer/Vervaardiger: CHIRON S.P A , SIENA ITALY

CHIRON S.P.A | SIENA ITALY
BIOVAC SA, WADEVILLE RSA

Packer/Verpakker:

Laboratory/Laboratorium:  CHIRON S.P.A | SIENA ITALY

BIOVAC SA, WADEVILLE RSA

THE DEPARTMENT OF VIROLOGY, MEDUNSA RSA
Shelf-life/Rakleeftyd: 24 months/maande

10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer:  31/8,2/0578

Name of medicine/Naam van medisyne:  FRAXIPARINE 0,4 ml

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 0,4 m! SOLUTION CONTAINS/ELKE 0.4 ml OPLOSSING BEVAT :
NADROPARIN CALCIUM ... 3800,0 iu. axa

Conditions of registration/Voorwaardes vir registrasie:
1.2:3, 46,7
Applicant/ Applikant: SANOFI - SYNTHELABO (PTY)LTD

Manufacturer/Vervaardiger: SANOF], NOTRE DAME DE BONDEVILLE FRANCE

Packer/Verpakker; SANOFI, NOTRE DAME DE BONDEVILLE FRANCE
Laboratory/Laboratorium: ~ SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

SANOFI - SYNTHELABO, WOODMEAD RSA
Shelf-life/Rakleeftyd: 24 months/maande

10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer: 31/8.2/0577

Name of medicine/Naam van medisyne: FRAXIPARINE 0,3 ml

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 0,3 ml SOLUTION CONTAINS/ELKE 0,3 ml OPLOSSING BEVAT :
NADROPARIN CALCIUM ... 2850,0 1u axa

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,6,7
Applicant/Applikant: SANOFI - SYNTHELABO (PTY) LTD
Manufacturer/Vervaardiger: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE
Packer/Verpakker: SANQFI, NOTRE DAME DE BONDEVILLE FRANCE

SANOFI, NOTRE DAME DE BONDEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA

Laboratory/Laboratorium:

Shelf-life/Raklecttyd: 24 months/maande
Date of registration: 10 OCTOBER 2000
Datum van registrasie 10 OKTOBER 2000
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MBR 15

Registration number/Registrasienommer:  31/20.1.1/0410
Name of medicine/Naam van medisyne: ZOLIN 500

" Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

‘CEFAZOLIN SODIUM/NATRIUMKEFASOLIEN

EQUIVALENT TO/EKWIVALENT AAN
CEFAZOLIN/KEFASOLIEN ... 500,0 mg

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

Applicant/Applikant: COMPU PHARMACEUTICAL PRODUCTS LTD

Manufacturer/Vervaardiger: IBSA, LUGANO SWITZERLAND

Packer/Verpakker: IBSA, LUGANO SWITZERLAND
Laboratory/Laboratorium: IBSA, LUGANQ SWITZERLAND
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
COMPU PHARMACEUTICAL PRODUCTS,
LYNNWOOD RSA
Shelf-life/Rakleeftyd: 24 months/maande
10 OCTOBER 2000
10 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer: ~ 33/20.1.1/0530
Name of medicine/Naam van medisyne; ~ SCHEIN CEFAZQLIN | G

Dosage form/Doseringsvorm; INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

CEFAZOLIN SODIUM EQUIVALENT TO CEFAZOLIN ... 1,0 g

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 53,6,7

Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger MARSAM PHARMACEUTICALS INC, NEW JERSEY USA

Packer/Verpakker: MARSAM PHARMACEUTICALS INC, NEW JERSEY USA
Laboratory/Laboratorium: MARSAM PHARMACEUTICALS INC, NEW JERSEY USA
INSTITUTE FOR PHARM & CHEM SERVICE, TECHNIKON
PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA
Shelf-life/Rakleeftyd: 36 months/maande
11 OCTOBER 2000
11 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer:  33/20.1.1/0529

Name of medicine/Naam van medisyne: ~ SCHEIN CEFAZOLIN 500 MG

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
CEFAZOLIN SODIUM EQUIVALENT TO CEFAZOLIN ... 500,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2,3,4,53,6,7
Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/V ervaard.iger: MARSAM PHARMACEUTICALS INC, NEW JERSEY USA

Packer/Verpakker: MARSAM PHARMACEUTICALS INC, NEW JERSEY USA
Laboratory/Laboratorium: ~ MARSAM PHARMACEUTICALS INC, NEW JERSEY USA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON
PRETORIA RSA

TRIOMED, MONTAGUE GARDENS RSA
Shelf-life/Rakleeftyd: 36 months/maande

11 OCTOBER 2000
11 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  29/26/0673

Name of medicine/Naam van medisyne: DOXORUBICIN HCL-FAULDING 50 MG

Dosage fonnfDoscﬁngsvorm: INJECTION/INSPUITING B

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
DOXORUBICIN HYDROCHLORIDE ... 50,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: PHARMAPLAN (PTY) LTD

Manufacturer/Vervaardiger: F H FAULDING & CO, VICTORIA AUSTRALIA -

Packer/Verpakker: F HFAULDING & CO, VICTORIA AUSTRALIA
Laboratory/Laboratorium:  FH FAULDING & CO, VICTORIA AUSTRALIA
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA
PHARMAPLAN, MIDRAND RSA
Shelf-life/Rakleeftyd: 36 months/maande
Date of registration: 11 OCTOBER 2000

Datum van registrasie 11 OKTOBER 2000
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MBR 15

MBR 15
Registration number/Registrasienommer:  33/2.2/0029
Name of medicine/Naam van medisyne: ~ ALCHERA
Dosage fonnfDosei‘ingsvorm: _ TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT
ZOPICLONE ... 7.5mg -

Conditions of registration/Voorwaardes vir reéi,straﬁe:-
1,2,3,4,5,6,7 _ |
Applicant/Applikant: PHARMACARE LM’fED

Manufacturer/Vervaardiger: WULFING PHARMA GmbH, GRONAU GERMANY
Packe-r}'Verpakker: AKROMED PRODUCTS, .CLAYVI.LLE RSA

Laboratory/Laboratorium: WULFING PHARMA GmbH, GRONAU GERMANY
s ' AKROMED PRODUCTS, CLAYVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande

11 OCTOBER 2000
11 OKTOBER 2000

Date of registration:
Datum van registrasie

Applicant/Applikant:

. Shelf-life/Rakleeftyd:

Registration number/Registrasienommer: = 33/26/0103

Name of medicine/Naam van medisyne: ADRIBLASTINA CSV 20 MG/10 ML
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 10,0 ml SOLUTION CONTAINS/ELKE 10,0 m! OPLOSSING BEVAT:
DOXORUBICIN HYDROCHLORIDE ... 20,0 mg -

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

PHARMACIA & UPJOHN (PTY)LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
Packer/Verpakker:

Laboratory/Laboratorium: ~ PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

KHULULEKANI LABORATORY SERVICES, MIDRAND

RSA

PHARMACIA & UPJOHN, NERVIANO MILAN ITALY

 PHARMACIA & UPJOHN, BENTLEY AUSTRALIA -

SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA.

RSA
PHARMACIA & UPJOHN, MIDRAND RSA

24 months/maande

11 OCTOBER 2000
11 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer:  34/7.5/0127
Name of medicine/Naam van medisyne; ~ BAYCOL 0,4
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CERIVASTATIN SODIUM ... 0.4 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3,4,5a,6.7

Applicant/Applikant: BAYER (PTY)LTD

Manufacturer/Vervaardiger: BAYER AG, LEVERKUSEN GERMANY

BAYER AG, LEVERKUSEN GERMANY

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

GLAXO WELLCOME, MIDRAND RSA
JANSSEN-CILAG, MIDRAND RSA
PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Packer/Verpakker:

Laboratory/Laboratorium: BAYER AG, LEVERKUSEN GERMANY
~ LAXO WELLCOME, MIDRAND RSA
JANSSEN-CILAG, MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
BAYER, ISANDO RSA

Shelf-life/Rakleeftyd: -~ 24 months/maande

Date of registration: 11 OCTOBER 2000
Datum van registrasie ‘11 OKTOBER 2000

MBR 15

A D

Registration number/Registrasienommer: ~ 33/15.4/0396
Name of medicine/Naam van medisyne: ~ NACLOF SDU

Dosage form/Doseringsvorm: DROPS/DRUPPELS
Active ingredients/Aktiewe bestanddele |

EACH 1,0 ml DROPS CONTAIN/ELKE 1,0 ml DRUPPELS BEVAT:
DICLOFENAC SODIUM ...1,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,54,6,7

Applicaint/Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: CIBA VISION, ANNONAY F_RANCE

Packer/Verpakker: CIBA VISION, ANNONAY FRANCE
NOVO NORDISK, JOHANNESBURG RSA
Laboratory/Laboratorium: ~ CIBA VISION, ANNONAY FRANCE
. NOVO NORDISK, JOHANNESBURG RSA
| ADCOCK INGRAM LTD RSA
Shelf-life/Rakleeftyd: 24 months/maande

11 OCTOBER 2000 -
11 OKTOBER 2000

Date of registration:
Datum van registrasie

R

" 0002 H3EW3S3A 8“.I.NVHEIO)IS._LW.LS

'L¥8iT ON



MBR 15

Registration number/Registrasienommer;  H/I18/1728
Name of medicine/Naam van medisyne: PYRIDIUM
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
PHENAZOPYRIDINE HYDROCHLORIDE ... 100,0 mg

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

Applicant/Applikant: WARNER-LAMBERT SA (PTY) LTD
Manufacturer/Vervaardiger:  ABLE LABORATORIES, NEW JERSEY USA
Packer/Verpakker: WARNER-LAMBERT, CALI COLOMBIA
| Laboratory/Laboratorium: ABLE LABORATORIES, NEW JERSEY USA
WARNER-LAMBERT, CALI COLOMBIA
WARNER-LAMBERT, RETREAT RSA

Shelf-life/Rakleeftyd: 24 months/maande in amber glass bottles
36 month/maande in securitainers

Date of registration: 11 OCTOBER 2000
Datum van registrasie 11 OKTOBER 2000

MBR 15

Registration number/Registrasienommer; 33/16.3/0496

Name of medicine/Naam van medisyne: MEDI-KEEL A HONEY AND LEMON

THROAT LOZENGES

Dosage form/Doseringsvorm: LOZENGES/SUIGTABLETTE
Active ingredients/Aktiewe bestanddele:

EACH LOZENGE CONTAINS/ELKE SUIGTABLET BEVAT:
BENZOCAINE .. 12,0mg

CETYLPYRIDINIUM CHLORIDE ... 1,5 mg

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

Applicant/ Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: ADCOCK INGRAM LTD, CLAYVILLE RSA

Packer/Verpakker: ADCOCK INGRAM LTD, CLAYVILLE RSA

Laboratory/Laboratorium: ~ADCOCK INGRAM LTD, CLAYVILLE RSA
ADCOCK INGRAM LTD, WADEVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 11 OCTOBER 2000
Datum van registrasie 11 OKTOBER 2000
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MBR 15
Registration number/Registrasienommer:  31/8.2/0576
Name of medicine/Naam van medisyne: FRAXIPARINE 0,2 ml
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 0,2 ml SOLUTION -CONTAINS/ELKE 0,2 m! OPLOSSING BEVAT:
NADROPARIN CALCIUM ... 1900,0 iu axa

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

Applicant/Applikant: SANOFI - SYNTHELABO (PTY) LTD

Manufacturer/Vervaardiger: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

Packer/V erpakker: SANOFI, NOTRE DAME DE BONDEVILLE FRANCE

Laboratory/Laboratorium:  SANOFL, NOTRE DAME DE BONDEVILLE FRANCE
SANOFI - SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

11 OCTOBER 2000

Date of registration: _
11 OKTOBER 2000

Datum van registrasie

MBR 15

Registration number/Registrasienommer: 33/16.4/0374
Name of medicine/Naam van medisyne: ANDOLEX-C LOZENGES EUCALYPTUS
' MENTHOL

Dosage form/Doseringsvorm: LOZENGES/SUIGTABLETTE
Active ingredients/Aktiewe bestanddele:

EACH LOZENGE CONTAINS/ELKE SUIGTABLET BEVAT:
BENZYDAMINE HYDROCHLORIDE ... 3,0 mg

CETYLPYRIDINIUM CHLORIDE ... 1,33 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: 3M PHARMACEUTICALS SA (PTY) LTD
Manufacturer/Vervaardiger: 3M, CHILVERS RD,THORNLEIGH, AUSTRALIA
BARRATTS PHARMACEUTICALS,
BLACKTOWN AUSTRALIA
Packer/Verpakker: 3M, CHILVERS RD,THORNLEIGH, AUSTRALIA
Laboratory/Laboratorium:  3M, CHILVERS RD,THORNLEIGH, AUSTRALIA
3M, ISANDO RSA :
Shelf-tife/Rakleeflyd: 24 months/maande

12 OCTOBER 2000
12 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

MBR 15

Registration number/Registrasienommer:  33/11.4.3/0519
Name of medicine/Naam van medisyne: ~ CONTROLOC LV.

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT
PANTOPRAZOLE .. 40,0mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5,6,7
Applicant/Applikant: BYK MADAUS (PTY)LTD
Manufacturer/Vervaardiger: DR MADAUS GmbH, WASSERBURG, GERMANY
Packer/Verpakker: ‘DR MADAUS GmbH, WASSERBURG, GERMANY
Laboratory/Laboratorium: DR MADAUS GmbH, WASSERBURG, GERMANY
BYK GULDEN LOMBERG, KONSTANZ GERMANY
BYK MADAUS, MIDRAND RSA
Shelf-life/Raklecftyd: 24 months/maande

12 OCTOBER 2000
12 OKTOBER 2000

Date of registration:
Datum van registrasie

Registration number/Registrasienommer: 31/20.1.2/0327
Name of medicine/Naam van medisyne: AMFLUPEN S

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE
Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 m! SUSPENSIE BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN ... 1250 mg

FLUCLOXACILLIN SODIUM/NATRIUMFLUKLOKSASILLIEN
EQUIVALENT TO/EKWIVALENT AAN _
FLUCLOXACILLIN/FLUKLOKSASILLIEN ... 1250 mg

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

SMITHKLINE BEECHAM PHARMACEUTICALS
(PTY) LTD

Manufacturer/Vervaardiger: SMITHKLTNE BEECHAM, EPPING RSA

Applicant/Applikant:

Packer/Verpakker: SMITHKLINE BEECHAM, EPPING RSA
Laboratory/Laboratorium: SMITHKLINE BEECHAM, EPPING RSA
Shelf-life/Rakleefiyd: 36 months/maande

Date of registration: 12 OCTOBER 2000
Datum van registrasie =~ . 12 OKTOBER 2000
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MBR 15

MBR 13

Registration number/Registrasienommer:  31/3.1/0274
Name of medicine/Naam van medisyne: APO-NAPROXEN SODIUM 275 MG
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT :
NAPROXEN SODIUM/NATRIUM NAPROKSEEN ... 275,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1.2.3.4,5a,6,7

Applicant/Applikant: APOTEX SA (PTY) LTD

Manufacturer/Vervaardiger: APOTEX INC, SIGNET DRIVE WESTON,
ONTARIO CANADA

Packer/Verpakker:

APOTEX INC, WESTON ROAD WESTON,
ONTARIO CANADA

Laboratory/Laboratorium:  APOTEX INC, SIGNET DRIVE WESTON,
ONTARIO CANADA
APOTEX INC, WESTON ROAD WESTON
ONTARIO CANADA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
APOTEX, SANDTON, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 12 OCTOBER 2000
Datum van registrasie 12 OKTOBER 2000

Registration number/Registrasienommer:  33/5.8/0345
Name of medicine/Naam van medisyne: BENYLIN FOUR FLU LIQUID

Dosage form/Doseringsvorin; LIQUID/VLOEISTOF

Active ingredients/Aktiewe bestanddele:

EACH 20,0 ml LIQUID CONTAINS/ELKE 20,0 ml VLOEISTOF BEVAT:
DIPHENHYDRAMINE HYDROCHLORIDE ... 25,0 mg
PARACETAMOL ... 1000,0 mg

PSEUDOEPHEDRINE HYDROCHLORIDE ... 45,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,45,6,7
Applicant/Applikant: WARNER-LAMBERT SA (PTY) LTD
Manufacturer/Vervaardiger:  WARNER-LAMBERT, RETREAT RSA
Packer/Verpakker: WARNER-LAMBERT, RET REAT RSA
Laboratory/Laboratorium: WARNER-LAMBER-T, RETREAT RSA
Shelf-life/Rakleeftyd: 36 months/maande

13 OCTOBER 2000
13 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasienommer: 33/21.8.2/0471
Name of medicine/Naam van medisyne: NORLEVO
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
LEVONORGESTREL ... 0,75 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: MEDI CHALLENGE (PTY) LTD
Manufacturer/Vervaardiger: LABORATOIRES CASSENNE,OSNY, FRANCE
Packer/Verpakker: LABORATOIRES CASSENNE,OSNY, FRANCE

~ Laboratory/Laboratorium: ~ LABORATOIRES CASSENNE,OSNY, FRANCE

RESEARCH INSTITUTE FOR INDUSTRIAL PHARMACY,

POTCHEFSTROOM

MEDI CHALLENGE (PTY) LTD RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 19 OCTOBER 2000

Datum van registrasie 19 OKTOBER 2000

MBR 15

Registration number/Registrasienommer:  33/16.4/0263

Name of medicine/Naam van medisyne:  PIN-POVIDONE-IODINE
(ORAL ANTISEPTIC)

Dosage form/Doseringsvorm: LIQUID/VLOEISTOF

Active ingredients/Aktiewe bestanddele:

EACH 100,0 m! LIQUID CONTAINS/ELKE 100,0 ml VLOEISTOF BEVAT :
POVIDONE-IODINE .. 1,0g

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4.5a,6,7

Applicant/Applikant: MEDPRO PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: PHARMA-Q, INDUSTRIA RSA
ZENECA, ALRODE RSA

Packer/Verpakker: PHARMA-Q, INDUSTRIA RSA

ZENECA, ALRODE RSA

Laboratory/Laboratorium: PHARMA-Q, INDUSTRIA RSA

ZENECA, ALRODE RSA

MEDPRO PHARMACEUTICA, ROSENPARK RSA
Shelf-life/Rakieeftyd: 24 months/maande

Date of registration: 13 OCTOBER 2000
Datum van registrasie 13 OKTOBER 2000°

0002 Y38WID3AA 8 ‘JL1IZVD INIIWNHIAOD

I¥8LE ON SF



MBR 15

‘Registration number/Registrasienommer:  31/20.1.2/0136

Name of medicine/Naam van medisyne: CLAVESYL 375

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
AMOXYCILLIN TRIHYDRATE/AMOKSISILLIENTRIHIDRAAT
EQUIVALENT TO/EKWIVALENT AAN
AMOXYCILLIN/AMOKSISILLIEN ... 250,0 mg

POTASSIUM CLAVULAN ATEJKALIUMKLAVULANAAT
EQUIVALENT TO/EKWIVALENT AAN

CLAVULANIC ACID/KLAVULAANSUUR ... 1250 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,54,6,7
Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD
Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, VICTORIA AUSTRALIA
Packer/Verpakker: SMITHKLINE BEECHAM, EPPING RSA

Laboratory/Laboratorium: ~ SMITHKLINE BEECHAM, VICTORIA AUSTRALIA
SMITHKLINE BEECHAM, EPPING RSA
Shelf-life/Rakleeftyd: 24 months/maande

13 OCTOBER 2000
13 OKTOBER 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer: 33/10.1/0299
Name of medicine/Naam van medisyne: ~ BISOLVON 8 MG QDT
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddels:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
BROMHEXINE HYDROCHLORIDE ... 8,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,52,6,7

Applicaxlthﬁplikant: INGELHEIM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,

GERMANY

BOEHRINGER lNGELH]:HVI INGELHEIM AM RHEIN,
GERMANY

Packer/Verpaldker:

Laboratory/Laboratorium: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY
HOECHST MARION ROUSSEL, WALTLOO RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA
Shelf-life/Rakleeftyd: 24 months/maande "

13 OCTOBER 2000
13 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 15
Registration nmnberchgistrasienommef: 33/1.2/0442
Name of medicine/Naam van medisyne: RITAPHEN 5
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT :
METHYLPHENIDATE HYDROCHLORIDE ... 5,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,586,7
Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: DANBURY PHAMACAL, CARMEL, NEW YORK USA

Packer/Verpakker: DANBURY PHAMACAL, CARMEL, NEW YORK USA
DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

Laboratory/Laboratorium: DANBURY PHAMACAL, CARMEL, NEW YORK USA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
TRIOMED, DURBANVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 18 OCTOBER 2000

Datum van registrasie 18 OKTOBER 2000

MBR 15
Registration number/Registrasienommer:  33/1.2/0443
Name of medicine/Naam van medisyne: RITAPHEN 10
Dosage form/Doseringsvorm:

TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
‘METHYLPHENIDATE HYDROCHLORIDE ... 10,0 mg

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

Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: DANBURY PHAMACAL, CARMEL, NEW YORK USA
Packer/Verpakker: DANBURY PHAMACAL, CARMEL, NEW YORK USA

DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA ;

DANBURY PHAMACAL, CARMEL, NEW YORK USA
INSTITUTE FOR PHARM & CHEM SERVICE.
TECHNIKON PRETORIA RSA

TRIOMED, MONTAGUE GARDENS RSA

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd: 24 months/maande

18 OCTOBER 2000
18 OKTOBER 2000

Date of registration:
Datum van registrasie
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MBR 13

" Registration number/Registrasienommer:  33/1.2/0441
Name of medicine/Naam van medisyne: RALITIN 20
Dosage fonﬁ.-’Doscringsvorm: TABLET
Active ingredients/Aktiewe b&tanddele: .

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
METHYLPHENIDATE HYDROCHLORIDE ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasic:
1.2.3.4.5a.6,7 '

Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: DANBURY PHAMACAL, CARMEL, NEW YORK USA

Packer/Verpakker: DANBURY PHAMACAL, CARMEL, NEW YORK USA
DIVPHARM MANUFACTURING AND PACKAGING,

LONGDALE RSA

Labdratoryz'La.boratorium:_ DANBURY PHAMACAL, CARMEL, NEW YORK USA
INSTITUTE FOR PHARM & CHEM SERVICE.

TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA
Shelf-life/Rakleeftyd: - 24 months/maande
Date of fegistration: 18 OCTOBER 2000

Datum van registrasie 18 OKTOBER 2000

MBR 15

Registration numbet/Registrasienommer:  33/11.10/0531

Name of medicine/Naam van medisyne: ~ REVELLEX 100 mg
Dosage form/Doseringsvorm: SOLUTION

Active ingredients/Aktiewe bestanddele: -

EACH 10,0 m! VIAL CONTAINS/ELKE 10,0 ml FLESSIE BEVAT:
INFLIXIMAB ... 100,0 mg

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

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD
Manufacturer/Vervaardiger. PARKE DAVIS, MICHIGAN, U.S A

Packer/Verpakker: PARKE DAVIS, MICHIGAN, USA.
CENTOCOR BV, LEIDEN NETHERLANDS

Laboratory/Laboratorium:  PARKE DAVIS, MICHIGAN, US.A..
. CENTOCOR BV, LEIDEN NETHERLANDS
SCHERING-PLOUGH, ISANDO RSA

- Shelf-life/Rakleeftyd: 24 months/maande stored at 2 C -8 C
Date of registration: 20 OCT OBER 2000
Datum van registrasie 20 OKTOBER 2000

L7812 ON
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MBR 15

MBR 15

Registration number/Registrasicnommer: 33/1.2/0541
Name of medicine/Naam van medisyne DEPROZAN

Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

- EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
FLUOXETINE HYDROCHLORJDE:’FLUOI\SETIENHIDROCHLORIED
EQUIVALENT TO/EKWIVALENT AAN
FLUOXETINE/FLUOKSETIEN ... 20,0 mg

Conditions of registration/Voonwaardes vir registrasic:
1.2,3,4.52,6,7

Applicant/Applikant: ELTTAB PHARMACEUTICALS CC

Manufacturer/Vervaardiger: GEDEON RICHTER, BUDAPEST HUNGARY

Packer/Verpakker: GEDEON RICHTER, BUDAPEST HUNGARY

Laboratory/Laboratorium:  GEDEON RICHTER, BUDAPEST HUNGARY

SOUTH AFRICAN BUREAU OF STANDARDS,.

PRETORIA RSA
ELTTAB PHARM, MOWBRAY RSA

Shelt-life/Rakleeftyd: 24 months/maande

Date of registration: 20 OCTOBER 2000
Datum van registrasic 200 OKTOBER 2000

Registration number/Registrasienommer:  31/20.2.8/0549
Name of medicine/Naam van medisyne: BETA-VIRA TOPICAL CREAM

Dosage form/Doseringsvorm: CREAM/ROOM
Active ingredients/Aktiewe bestanddele:

EACH 1 g CREAM CONTAINS/ ELKE 1.0 g ROOM BEVAT:
ACICLOVIR ... 5,0 mg _

* Conditions of registration/Voorwaardes vir registrasie:

1.2.3.4.5a2.6.,7
Applicant/ Applikant: ADCOCK INGRAM LTD
Manufacturer/Vervaardiger: ADCOCK INGRAM LTD, WADEVILLE_ RSA
Packer/Verpakker: ADCOCK INGRAM LTD, WADEVILLE RSA
Laboratory/Laboratorium: ADCOCK INGRAM LTD, WADEVILLE RSA
~  SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 25 October 2000
Datum van registrasie 25 Oktober 2000

L¥8le 'ON 0§
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MBR 15

Registration number/Registrasienommer:  30/15.4/0376
Name of medicine/Naam van medisvne: TILAVIST
Dosage form/Doseringsvorn: DROPS/DRUPPELS

Active ingredients/ Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml
OPLOSSING BEVAT :

NEDOCROMIL SODIUM... 20,0 mg

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

Applicant/ Applikant: RHONE-POULENC RORER SA (PTY)LTD

Manufacturer/Vervaardiger: LABORATORY FISONS SA, SEINE-
MARITIME FRANCE

Packer/Verpakker: LABORATORY FISONS SA, SEINE-

MARITIME FRANCE

LABORATORY FISONS SA, SEINE-
MARITIME FRANCE
RHONE-POULENC RORER, PORT
ELIZABETH RSA

Laboratorv/Laboratorium:

Shelf-life/Rakleeftyd: 24 months/maande

30 October 2000
30 Oktober 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer: 33/21.5.1/0482

Name of medicine/Naam van medisyne: RINELON

Dosage form/Doseringsvorm: NASAL SPRAY/NEUS SPROE]

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

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,51a,6,7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD
Manufacturer/Vervaardiger: SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM

SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM
SCHERING-PLOUGH, ISANDO RSA

Packer/Verpakker:

SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM
SCHERING-PL@UGH, ISANDO RSA

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd: 24 months/maande

30 October 2000
30 Oktober 2000

Date of registration:
Datum van registrasie
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MBR 15

Registration number/Registrasiecnommer:  33/16.3/0235

Name of medicine/Naam van medisyne: ; MEDI-KAIN ORANGE
Dosage form/Doseringsvorm: - LOZENGES/SUIGTABLETTE
Active ingredients/Aktiewe bestanddele: .

EACH LOZENGE CONTAINS/ELKE SUIGTABLET

‘BEVAT: BENZOCAINE...12,0 mg P

CETYLPYRIDINIUM CHLORIDE 1,5 mg

Conditions of régis'trétio:l.’Voo'r\\‘;'z;Llrdés Vir registrasie.
1,2,3,4,5a,6,7,8a,9

Appl EC-{illf.)‘A]}.plri-i(:l-l‘lt:‘ 7 WARNER-LAMBERT SA (PTY) LTD
Manufacturer/Vervaardiger: WAR_NER-LAMBE RT, RETREAT RSA
Packer/Verpakker:; WARNER-LAMBERT, RETREAT RSA

La!'mmtor'\'fl.,abomtol.‘ium_' ‘WARNER-LAMBERT; RETREAT RSA

Shelf-life/Raklceftyvd: 18 months/maande
Date of registration: 30 October 2000
Datum van registrasic 30 Oktober 2000

MBR 15

Registration lmniber/Registrasicnommer: 33/30.4/0318

Name of medicine/Naam van medisyne: ~ EPREX 3 000/0,3 ML

Doszige forﬁﬂl‘)oseringsvorm‘ = INJECTIONIINSPUlT!NG

Active ingredients/Aktiewe bestanddele:

EACH 0,3 ml PRE-FILLED SYRINGE CONTAINS/ELKE 0,3 ml SPUIT BEVAT
EPOETIN ALFA ..252 ug (3 000 1u]

(‘ond:tlons of reystratnoanoom 1'\rdes vir reg:stras:e KES

1234,5a67 i
Appllc:mt/Apphk:mt: 'JANSSEN PHARMACEUTICA (PTY} LTD
Manufacturer/Vervaardiger: .+ © VETTERPHARMA SCHUTZENSTR. 3
s el W g S S RAVENSBURG GERMANY ¢
Packer/Verpakker: : VETTER PHARMA,SCHUTZENSTR,
. RAVENSBURG GERMANY
Laboratonv/Laboratorium: . . CI LAG AG., HOCHS’I&?ASSE
SWITZERLAND
JANSSEN PHARMACEUTICA,
HALFWAY HOUSE RSA
Shelf-life/Rakleeftyd: 18 months/maande
Date of registration: ' 30 October 2000

Datum van registrasie 30 O ktober 2000

I¥81Z ON 28
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MBR 15

Registration number/Registrasienommer;  33/2.2/0451

Name of medicine/Naam van medisyne: PARKE-MED ZOPICLONE
Dosage fonnbesefin-ggvonn: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ZOPICLONE ...7,5mg .

Conditions of registrati'onf\}'oorwaardes vir registrasie:
°1,2,3,4,52,6,7,8a,9
Applicant/Applikant: , - .WARNER-LAMBERT 54 (PTY) LTD

Manufacturer/Vervaardiger: WARNER-LAMBERT, RETREAT RSA

'WARNER-LAMBERT, RETREAT RSA

Ps',ckm‘-Verpakker:‘ \

 Laboratory/Laboratorium: ' WARNER-LAMBERT, RETREAT RSA
‘Shelf-life/Rakleeftyd: =~ 24 months/maande

- -Date of registration: - 30 OCTOBER 2000
‘Datum van registrasie -

. 30 OKTOBER 2000

MBR 15
Registration number/Registrasienommer:  32/21.2/0025
Name of medicine/Naam van medisyne: LIMARCAN 50
Dosage fonnfDosefingsvorm' TABLET

Active mgredlents/Aknewe bestanddele:
EACH TABLET CONTA[NS/ELKE TABLET BEVAT
MIGLITOL ... 50,0 mg

- Conditions of registration/Voorwaardes vir registrasie: -

1,2,3,4,6,7 .
Applicant/Applikant: SANOFI SYNTHELABO (PTY) LTD

Manufacturer/V: ervaardiger BAYER AG, LEV'ERKUSEN GERMANY

Packer/Verpakker: 'DIVPHARM MANUFACTURING AND PACKAGING,
5 il P - LONGDALE RSA
| PHARMACEUTICAL CONTRACTORS ISANDO RSA |
Laboratoryll,aborétoriuﬁl: BAYER AG LEVERKUSEN GERMANY
e | PHARMACEUTICAL CONTRACTORS, ISANDO RSA
" INSPECTORATE M'& L, ORMONDERSA
~ SANOFI- SYNTHELABO, WOODMEAD RSA-
‘Shelf-life/Rakleeftyd: - 24 months!maande
Date of registration: 30 October 2000 |
Datum van registrasic 30 Oktober 2000 ~ =
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MBR 13

Registration number/Registrasienommer: -~ 32/21.2/0026
Name of medicine/Naam van medisyne: ~ LIMARCAN 100
Dosage form/Doseringsvorm: TABLET -

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
MIGLITOL 100,0 mg

Conditions of registration/Voorwaardes vir registrasie;
1,2,3,4,6,7
Applicant/Applikant: SANOFI - SYNTHELABO (PTY) LTD

Manufacturer/Vervaardiger: BAYER AG, LEVERKUSEN GERMANY

Packer/Verpakker: DIVPHARM MANUFACTURING AND PACKAGING
LONGDALE RSA _
PHARMACEUTICAL CONTRACTORS, ISANDO RS
Laboratory/Laboratorium:  BAYER AG, LEVERKUSEN GERMANY

PHARMACEUTICAL CONTRACTORS, ISANDO RS

INSPECTORATE M & L, ORMONDE RSA

SANOFI - SYNTHELABOG, WOODMEAD RSA
Shelf-life/Rakleeftyd: 24 months/maande

30 October 2006
30 Oktober 2000

Date of registration:
Datum van registrasie

MBR 15

Registration number/Registrasienommer:  -32/20.2.8/0378

Name of medicing/Naam van medisyne: - VYROHEXAL 200

Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ACICLOVIR ...200,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: - HEXAL PHARMA (SA) (PTY) LTD

SALUTAS PHARMA, BARLEBEN
GERMANY ‘

Manufacturer/Vervaardiger:

DIVPHARM MANUFACTURING AND
PACKAGING, LONGDALE RSA
KLOCKE VERPACKUNGS-SERVICE,
WEINGARTEN GERMANY

Packer/Verpakker:

SALUTAS PHARMA, BARLEBEN STREET
GERMANY CONSULTING CHEMICAL
LAB, STAR BOKSBURG, RSA

HEXAL PHARMA , WESTMEAD RSA

Laboratorv/Laboratorium;

' - 24 months/maande

Shelf-life/Rakleeftyd:
Date of registration: 30 October 2000
Datum van registrasie 30 Oktober 2000
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MBR 15

Registration number/Registrasienommer:  30/20.1.2/0463
Name of medicine/Naam van medisyne: PYCIN2 g
Dosage .fonn!Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

PIPERACILLIN SODIUM EQUIVALENT TO PIPERACILLIN... 2,0 g

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

PHARMACARE LIMITED

Applicant/ Applikant:
Manufacturer/Vervaardiger: ACS DOBFAR SpA, MILAN ITALY
Packer/Verpakker: C T LABORATORIA FARMCACEUTICO,
SANREMO ITALY
Laboratory/Laboratorium: C T LABORATORIA FARMCACEUTICG,
SANREMO ITALY
INTRAMED, PORT ELIZABETH RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 30 October 2000
Datum van registrasie 36 Oktober 2000

MBR 15

Registration number/Registrasiecnommer:  30/20.1.2/0464

Name of medicine/Naam van medisyne: = PYCIN 4 g

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
PIPERACILLIN SODIUM EQUIVALENT TO PIPERA(‘ILLIN 4.0 g

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

Apphcant/Appllkam PHARMACARE LlMITED
Manufacturer/V cnraardiger ACS DOBFAR SpA MILAN ITALY =

CT LABORATORIA FARMCACEUTICO,
SANREMO ITALY

Packer/Verpakker:

Laboratory/Laboratorium:©  C T LABORATORIA FARMCACEUTICO, - s
SANREMO ITALY )
INTRAMED, PORT ELIZABETHRSA - ©

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 30 October 2000
Datum van registrasie 30 Oktober 2000
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MBR 15

Registration number/Registrasienommer:  33/10.2.2/0431

Name of medicine/Naam van medisyne: ADCO-KETOTIFEN ALCOHOL
AND SUGAR FREE

Dosage form/Doseringsvorm: SYRUP/STROOP

Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SYRUP CONTAINS/ELKE 5,0 ml STROOP BEVAT:
KETOTIFEN FUMARATE EQUIVALENT TO KETOTIFEN ...1,6 mg

Conditions of registration/V. oorwaardes vir reglstrasw
1,2,3,4,5a,6,7 ;s

Applicant/ Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: ADCOCK INGRAM LTD, WADEVILLE RSA

Packer/V. erpakker: ADCOCK INGRAM LTD, WADEVILLE RSA

Laboratory/Laboratorium:  ADCOCK INGRAMLTD, WADEVILLE RSA
ADCOCK INGRAM LTD, CLAYVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 30 October 2000
Datum van registrasic * 30 Oktober 2000

MBR 15

Registration number/Registrasicnommer:  33/13.4.1/0303
Name of medicine/Naam van medisyne: ~ MAXADERM

Dosage form/Doseringsvorm: CREAM/ROOM

Active ingredients/Aktiewe beéténddeie: :

EACH 1,0 g CREAM CONTAINS/ELKE 1,0 g ROOM BEVAT:
DIFLUCORTOLONE VALERATE/DIFLUKORTELOONVALERAAT 1,0 mg
ISOCONAZOLE NITRATE:‘ISOKONASOOLNITRAA’I‘ 10 0 mg ;

Conditions of registration/Voorwaardes vir regnstrasae.

1,2,3,4.5a,6,7
Apphcant!Apphkam XERAGEN LABORATOR].ES (PTY) LTD

ManufacturcrN ervaardlger PHARMACEUTICAL CONTRACTORS, ISANDO RSA
Packer/V erpakker: PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Laboratory/Laboratorium: ~ PHARMACEUTICAL CONTRACTORS, ISANDO RSA
: i XERAGEN LABORATORIES GLEN ANIL, RSA
Shelf-.l-ife}Rakiéeﬁyd: 24 months.{maande

30 October 2000
30 Oktober 2000

Date of registration: -
Datum van registrasie

I#81L2 ON 9%
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MBR 15

Registration number/Registrasienommer:  33/13.1/0382

Name of medicine/Naam van medisyne: ~ STERIDINE ANTISEPTIC OINTMENT

Dosage form/Doseringsvorm: OINTMENT/SALF

Active ingredients/Aktiewe bestanddele:
EACH 1,0 g OINTMENT CONTAINS/ELKE 1,0 g SALF BEVAT:
POVIDONE-IODINE ... 100,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: XERAGEN LABORATORIES (PTY) LTD

Manufacturer/Vervaardiger: PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Packer/Verpakker: PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Laboratory/Laboratorium: PHARMACEUTICAL CONTRACTORS, ISANDO RSA
- XERAGEN LABORATORIES, GLEN ANIL, RSA

Shelf-life/Rakleeftyd: - 24 months/maande

30 October 2000
30 Oktober 2000

Date of registration:
Datum van registrasie

MBR 15

* Name of medicine/Naam van medisyne:

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

Registration number/Registrasienommer: ~ 31/18.3/0283

ALKAFIZZ SOLUBLE TABLETS

Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CITRIC ACID/SITROENSUUR 6,700 g -

SODIUM BICARBONATE/
NATRIUMBIKARBONAAT 1,362 g-

SODIUM CITRATE/NATRIUMSITRAAT 0, 615 g
TARTARIC ACID/ WYNSTEENSUUR ... 0,860 g

Conditions of registration/Voorwaardes vir registrasie:
Applicant/Applikant: XERAGEN LABORATORIES (PTY) LT])

Manufacturer/Vervaardiger: PHARMACEUTICAL CONTRAC‘I‘ ORS ISANDO RSA

Packer/Verpakker: PHARMACEUTICAL CONTRACTORS, ISANDO RSA

Laboratory/Laboratorium:  PHARMACEUTICAL CONTRACTORS, ISANDO RSA
: ; _XERAGEN LABORATORIES, GLEN ANlI., RSA

Shelf-life/Rakleeftyd: = 24 months/maande

Date of registration: 30 October 2000

Datum van registrasie 30 Oktober 2000
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MBR 15

MBR 15

Registration number/Registrasienommer:  33/20.2.2/0309
Name of medicine/Naam van medisyne: KETAZOL TABLET
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
KETOCONAZOLE...200,0 mg

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

Applicant/Applikant: PHARMACARE LIMITED

Manufacturer/Vervaardiger: LENNON, PORT ELIZABETH RSA

Packer/Verpakker: LENNON, PORT ELIZABETH RSA

Laboratory/Laboratoriun: LENNON, PORT ELIZABETH RSA
Shelf-life/Rakleeftvd: 24 months/maande .

01 November 2000
01 November 2000

Date of registration:
Datum van registrasie

Registration number/Registrasienommer:  33/21.8.2/0053
Name of medicine/Naam van medisyne:  LOETTE TABLET-21
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

ETHINYLESTRADIOL ... 0,02 mg

LEVONORGESTREL ...0,10 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,52a,6,7

Applicant/Applikant: PHARMACARE LIMITED

Manufacturer/Vervaardiger: WYETH PHARMACEUTICALS €O,
GUAYAMA PUERTO RICO

Packer/Verpakker: WYETH PHARMACEUTICALS CQ,

GUAYAMA PUERTO RICO

AKROMED PRODUCTS, CLAYVILLE RSA

Laboratory/Laboratorium: ~ WYETH PHARMACEUTICALS CQ,
GUAYAMA PUERTO RICO .
AKROMED PRODUCTS, CLAYVILLE RSA

Shelf-life/Rakleeftvd: 24 months/maande

07 November 2000
07 November 2000

Date of registration:
Datum van registrasie

L7812 ON: 85
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MBR 15

MBR 15

Registration number/Registrasienommer:  33/21.8.2/0054

Name of medicine/Naam van medisyne: LOETTE TABLET-28

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

21 PINK TABLETS EACH CONTAINS/21 LEGROOS TABLETTE ELKEEN BEVAT:
LEVONORGESTREL ... 0,10 mg

ETHINYLESTRADIOL ...8,02 mg

7 GREEN PLACEBO TABLETS/7 GROEN PLASEBO TABLETTE:

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

Manufacturer/Vervaardiger: WYETH PHARMACEUTICALS CO,
GUAYAMA PUERTO RICO '

Packer/Verpakker; WYETH PHARMACEUTICALS CO,
: GUAYAMA PUERTO RICO |
AKROMED PRODUCTS, CLAYVILLE RSA
Laboratory/Laboratorium: ' WYETH PHARMACEUTICALS CO,

GUAYAMA PUERTO RICO
AKROMED PRODUCTS, CLAYVILLE RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 07 November 2000
Datum van registrasic 07 November 2000

Registration number/Registrasienommer: 31/21.8.2/0343

Name of medicine/Naam van medisyne: MEGACE 160

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT
MEGESTROL ACETATE...160,0 mg

Conditions of registration/Voorwaardes vir registrasic:
1,2,3,4,5a,6,7
Applicant/Applikant: BRISTOL-MYERS SQUIBB (PTY) LTD
Manufacturer/Vervaardiger: BRISTOL-MYERS SQUIBB, REGENSBURG GERMANY
Packer/Verpakker: BRISTOL-MYERS SQUIBB, WADEVILLE RSA

BRISTOL-MYERS SQUIBB, REGENSBURG GERMANY
BRISTOL-MYERS SQUIBB, WADEVILLE RSA

Laboratory/Laboratorium:

Shelf-life/Rakleeftvd: 24 months/maande

09 November 2000
09 November 2000

Date of registration:
Datum van registrasic
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MBR 15
“.. ‘Registration number/Registrasienommer: . .33/1.2/0439
Name of medicine/Naam van medisjm_ea " ~RALITINS -
Dosage form/Doseringsvori: - TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT
METHYLPHENIDATE HYDROCHLORIDE .50 mg

Conditions of reglstranoanoorwaardes vir reglstrasw ;
1,2,3,4,52,6,7 ! . "

Applicault/App[ikant: s TRIOMED- (P'_I' Y) LTD_.

Manufacturer/Vervaardiger. DANBURY PHARMAGAL, CARMEL NEW YORK USA

DANBURY PHARMACAL, CARMEL, NEW YORK USA
DIVPHARM MAN'UFACTURIN(‘ AND PACKAGING,
LONGDALE RSA .

Packequrpakker:

Laboratory/Laboratorium: . - DANBURY PHARMACAL, CARMEL, NEW YORK USA
B ? INSTITUTE FOR PHARM & CHEM SERVICE, :
TECHNIKON PRETORIA RSA

TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Raklecfiyd: 24 months/maande
Date of registration: 09 Nov:;mbér 2000 .
Datim van registrasie 09 November 2000

_Apphcant.f’Appllkant

MBR 15
Registration number/Registrasienommer: - 33/1.2/0440 .
~ Name of medicine/Naam van medisyne: - = RALITIN 10 .
- Dosage form/Doseringsvorm: TABLET~

- Active ingredients/Aktiewe bestanddele:
- EACH TABLET CONTAINS/ELKE TABLET BEVAT:
METHYLPHENIDATE HYDROCHLORIDE : 10 0 mg

: Coudmons of reglstrauonNoomaardes vir n:grstras:e :

1234,53,67

TRIOMED (PTY) LTﬁ"

- ManufacturerNervaard:ger DANBURY PHARMAC AL, CARMEL NEW YORK USA =

PackerNerpakker.
BOR weus DIVPHARM MANUFACTURING: AND PACKAGING,
LONGDALE RSA

Labomtorw‘]_.aboratorlum -DANBURY PHARMACAL CARMEL NEW YORK USA -

INSTITUTE FOR PHARM & CHEM SERVICE,

TECHNIKON
. PRETORIA RSA -
TRIOMED, MONTAGUE GARDEN‘S RSA
- Shelf-life/Rakleefivd: 24 months/maande
Date of régistr’ation: 09 November 2000
- 09 November 2000

Datum van registrasie

: DANBURY PHARMACAL CARMEL NEW YORK USA -

1¥81LZ ON 09
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MBR 15

Rﬁgistrati(m number/Registrasienommer:  33/23/0210

Name of medicine/Naam van medisyne: DIPEPTIVEN

Dosage form/Doseringsvorm: INFUSION (PARENTERAL)/INFUSIE

(PARENTERAAL)
Active ingredients/Aktiewe bestanddele:
EACH 100,0 ml SOLUTION CONTAINS/ELKE 100,0 ml OPLOSSING BEVAT :
L-ALANINE ..8,20 g
LEVOGLUTAMIDE ...13,46 g

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: FRESENIUS KABI SA (PTY) LTD
Manufacturer/Vervaardiger: FRESENIUS PHAR}}_&;\, GRAZ, AUSTRIA
Packer/Verpakker: . FRESENIUS PHARMA, GRAZ, AUSTRIA

Laboratoryv/Laboratorium: - FRESENIUS PHARMA, GRAZ, AUSTRIA .

FRESENIUS AG, INDUSTRIESTRASSE GERMANY

KHULULEKANI LABORATORY SERVICES,

MIDRAND RSA

SOUTH AFRICAN BUREAU OF STANDARDS,

PRETORIA RSA

FRESENIUS KABI, MIDRAND, RSA
Shelf-life/Rakleeftyd: © 36 months/maande
09 November 2000
09 November 2000

Date of registration:
Datum van registrasie

MBR 15

‘Manufacturer/Vervaardiger: . GLAXO WELLCOME, HERTFORDSHIRE UK:

Registration number/Registrasienommer:  32/20.2.8/0705

Name of medicine/Naam van medisyne: COMBIVIR

Dosage form/Doserningsvorm: 7 TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
LAMIVUDINE...150,0 mg

ZIDOVUDINE...300,6 mg

Conditions of registrationNo'omaardes Vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant- GLAXO WELLCOME SA PTY) LTD

PackerNemakﬁer:
- e ' __GLAXO WELLCOME, MIDRAND RSA.

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

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 10 Novemher 2000
Datum van registrasie 10 Novemner 2000

SR FAL SRR

.'GLAXO WELLCOME HERTFORDSHIRE UK

0002 HIGWISTA 8 ‘LNVHIONSLIVVLS



62 No. 21841 GOVERNMENT GAZETTE, 8 DECEMBER 2000

Dog ate your Gazette?
read it online

www.5] [@ze [0S .co.za

BRSNS ANRRLARSREYER R B A RS

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

« Easily accessible through the www!
- Government Gazettes - from January 1993
- Compilations of all Indexes pertaining to the past week's Government Gazettes
- All Provincial Gazettes - from September 1995
- Parliamentary Bills - as of January 1999
Available in full-text, with keyword searching _
* SABINET Online scans, formats, edits and organize information for you. Diagrams and forms
included as images. '
* No stacks of printed gazettes - all on computer. Think of the storage space you save.

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

Tel: (012) 663-4954, Fax: (012) 663-3543, Toll free: 0800 11 11 73, e-mail: info@sabinet.co.za, www: hitp:/fwww.sabinet.co.za
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Looking for back mmmqmm of

The State Library has them!

Let us make your day with the information you need ...

The State Library Reference and Information Service
PO Box 397 | |
0001 PRETORIA

Tel./Fax (012) 321-8931

E-mail: infodesk@statelib.pwv.gov.za

Staatsboerant en Provinsiale Raenante?

Die Staatsbiblioteek het hulle!

Met ons hoefu nie te sukkel om inligting te bekom nie ...

Die Staatsbiblioteek Naslaan- en Inligtingdiens
Posbus 397

0001 PRETORIA

Tel./Faks (012) 321-8931

E-pos: infodesk@statelib.pwv.gov.za
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