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~ GENERAL NOTICE

NOTICE 3028 OF 2002

I 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 followlng:

Conditions of'registration:- . _
1a. An acceptable standard of Good Manufacturing Practice must be maintained in the place of
manufacture. : '

ib. 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). - :

3. 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 basis to conform to a package insert
recently approved by the Council. o - : -

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

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

5c. The first two production lots after registration 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 inspection by inspectors to assess
- .compliance with current Good Manufacturing Practice. ' o

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 inspection must be conducted on the first production lot manufactured by each local man-
ufacturer. : '

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

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

10. The product may be advertised to the professions only. ' .

11. One sample of_evéry lot, together with four copies of the protocols for testing of the bulk lot and

filling lot, be submitted to Council for lot releasing purposes.

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

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

14.  The strains of the master seed viruses must be approved by the Department of Health for each year.
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KENNISGEWING 3028 VAN 2001
_ DEPARTEMENT VAN GESONDHEID
WET OP BEHEER VAN MEDISYNE EN VERWANTE STOWWE, 1965 (WET No. 101 VAN 1965)
REGISTRASIE VAN MEDISYNE

Hierby word ingevolge 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 vir Registrasie van Medisyne is van. toepassing op die
hiernagemelde medisyne: = iy

Voorwaardes vir registrasie: _ e g i g gl w, : _

1a. 'n Aanvaarbare standaard van Goeie Vervaardigingsprakiyk moet by die plek van vervaardiging gehandhaaf
word. L

1b. Die applikant sal verseker dat die medisyne vervaardig en beheer word in terme van huidige Goeie
Vervaardigingspraktyk soos bepaal deur die Medisynebeheerraad. - s o -

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

3. Die registrasie van die produk is onderhewig aan hersiening elke drie jaar.

4. Die inligting in die voubiljet moet op 'n gereelde basis opgedateer v;i'rord in ooreenstemming met 'n voubiljet
onlangs deur die Raad goedgekeur. I :

5a. Die eerste twee produksielotte moet ten volle gevalideer word en die volle besonderhede van
die voorgestelde prosesvalidasieprogram -wat gevolg gaan word deur die Applikant en/of die
vervaardiger moet ingedien word. : : .of R _

5b. Die eerste twee produksielotte van die plaaslik vervaardigde produk moet gevalideer word.

5c. Die eerste twee produksieloite na registrasie moet gev_a_llc__leér word, tensy die dokumentasie .
beskikbaar is. T e '

5d. Die eerste twee produksielotte moet gevalideer word. ; _

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

6. Die vervaardiging van hierdie medisyne is onderhewig aan gereelde ondersoeke en inspeksies deur inspek-
teurs om die nakoming van Goele Vervaardigingspraktyke te bepaal. - no

7. Die registrasie-aansoek is onderhewig aan hersiening met tussenpose soos deur die Raad bepaal. ,

8a. ’'n Na-registrasie-inspeksie moet op die eerste produksielot van die plaaslik vervaardigde produk uitgevoer
word. P :

8b. ’'n Na-registrasie-inspeksie moet op die eerste 'produksielfat’ van elke plaaslike vervaardiger
uitgevoer word. _

8c. 'n Na-registrasie-inspeksie moet op die eerste produksielot uitgevoer word.

9. Bemarking van die produk mag slegs 'n aanvang neem nadat 'n bevr’edigende na-registrasie-inspeksiever-
slag gedien het. : Sl ' -

10. Die produk mag slegs aan die professies geadverteer word. :

11. Een monster van elke lot moet tesame met vier kopieé van die proto'ko}le vir die toets van die finale lot en die
vullot ingedien word by die Raad vir lotvrystellingsdoeleindes. e

12. 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 kopie& van die vrystellingsertifikaat wat uitgereik is deur die
verantwoordelike beheerliggaam in die land waar die produk vervaardig word, ingedien word by die Raad vir
lotvrystellingsdoeleindes. ' - , o

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

14. Die stamme van die oorspronklike saadvirusse moet elke jaar éjeur die Departement van Gesondheid
goedgekeur word. ' : E 3
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SCHEDULE « B

Re;g”i'stmtion numberfRegistrdéienommer: 35!5.7-.11‘0084-

Name of medicine/Naam van medisyne: - AP-LORATADINE 10 mg TABLETS
Dosage fonnfDosenngsvonn "TABLET |

Active mgred;ents/Akt:ewe bestanddele |

- EACH TABLET CONTAIN! S!ELKE TABLET BEVAT :

'LORATADINE . 10,0 mg -

: Condltlons of reg:stratlonNoorwaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: PHARMACARE LIMI‘I_'ED
Manufacturer/Vervaardiger: LENNON, PORT ELIZABETH RSA
" Packer/Verpakker:  LENNON, PORT ELIZABETH RSA

Laboratory/Laboratorium: ~ LENNON, PORT ELIZABETH RSA
-  PHARMACARELTD, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 momhs/maande

Date of registration: 22 MAY 2002
Datum van registrasie . \22 MEI 2002
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Registration number/Registrasienommer: 34/1'7.1!0174-? e o
Name of medicine/Naam van medisyne: ESMERON 250 mg=25ml -
Dosage forni/Doseringsvonn: H\IJECTION/iN:S'PUITING -

Active ingredients/Aktiewe bestanddele:
EACH 25,0 ml SOLUTION CONTAINS/ELKE 25, 0 ml OPLOSS]NG BEVAT
ROCURONIUM BROMIDE ... 250,0 mg

Conditions of registration/Voorwaardes vir rcg1strasw IR
1,2,3,4,5a,6,7

Apphcant/Apphkant SANOFI-SYNTHELABO ?(PTY) LTD
ManufacturerN ervaardlger NV ORGAN ON OSS NETHERLANDS

Packer/Verpakker: NV ORGANON, OSS NETHERLANDS
~ ORGANON LTD, NEWHOUSE SCOTLAND
ORGANON TEKNIKA. BOXTEL NETHERLANDS

Laboratory/Laboratorium: NV ORGANON, OSS NETHERLANDS
ORGANON TEKNIKA, BOXTEL NETHERLANDS
INSPECTORATE M & L, ORMONDERSA
INSTITUTE FOR INDUSTRIAL PHARMACY,
POTCHEFSTROOM UNIVERSITY RSA
SANOFI-SYNTHELABO, WOODMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 31 JULY 2002
Datum van registrasie 31 JULIE 2002
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Registration number/Registrasienommer: 35/7.1.3/0225
Name of medicine/Naam van medisyne: HEXAL-LISINOPRIL 5
Dosage form/Doseringsvorm: TABLET .

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

Conditions of 'registrzitioﬁN oorwaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: ' HEXAL PHARMA (SA) (PTY) LTD

 Manufacturer/V ervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY
Packer/Verpakker: DIVPHARM MANUFACTURING AND
' ' PACKAGING, LONGDALE RSA

Laboratory/Laboratorium: ANALYTICON, KEMPTON PARK RSA
| SALUTAS PHARMA, BARLEBEN GERMANY
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURGRSA
HEXAL PHARMA , WESTMEAD RSA

 Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 01 AUGUST 2002
Datum van registrasie 01 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/7.1.3/0226
Name of medicine/Naam van medisyne: HEXAL-LISINOPRIL 10
Dosage form/Doseringsvorm: TABLET

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

Conditions of registration/Voorwaardes vn' reg:strasne
1,2,3,4,5a,6,7 ;

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD
' Manufacturer/Vervaardiger:  SALUTAS PHARMA, BARLEBEN GERMANY

Packer/Verpakker: . . DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE

Laboratory/Laboratorium: ANALYTICON, KEMPTON PARK
' e CONSULTING CHEMICAL LAB, STAR STREET
- BOKSBURG
SALUTAS PHARMA, BARLEBEN GERMANY
HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 01 AUGUST 2002
Datum van registrasie 01 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/7.1.3/0227

Name of medicine/Naam van medisyne: HEXAL-LISINOPRIL 20
Dosage form/Doseringsvorm: ‘TABLET

Active ingredientszktiewe bestanddele:

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

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

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD
'Manufactumrfvmaardzger SALUTAS PHARMA, BARLEBEN GERMANY

PackerNerpakker | DIVPHARM MANUFACTURING AND PACKAGING,
~* 'LONGDALE RSA

Laboramryf’Laboratorium: ANALYTICON I{EM.PTON PARK RSA
- - L CONSULTING CHEMICAL LAB, STAR STREET
. BOKSBURGRSA -
SALUTAS PHARMA, BARLEBEN GERMANY
HEXAL PI-IARMA WESTMEAD RSA

Shelf-lifefRakleeftydﬁ 24 months!maande

Date of registration: 01 AUGUST 2002
Datum van registrasie 01 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/26/0196

Name of medicine/Naam van medisyne: TAXOL 300

" Dosage form/Doseringsvorm: INFUSION (PARENTERALY
INFUSIE(PARENTERAAL)

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
PACLITAXEL ...300,0mg

Conditions of registration/Voorwaardes vir registrasie:
ls 29 3§ 49 Sas 6’ ?

Applicanthpplikant: BRISTOL—MYERS_ SQUIBB (PTY) LTD
Manufacturer/Vervaardiger: BRISTOL-MYERS SQUIBB, MAYAGUEZ PUERTO RICO

Packer/Verpakker: BRISTOL-MYERS SQUIBB, MAYAGUEZ PUERTO RICO
BRISTOL-MYERS SQUIBB, SERMONETA ITALY
DIVPHARM MANUFACTURDJG AND PACKAGING,
LONGDALE RSA
MERCK PHARMACEUTICALS MANUFACTURING
WADEVILLE GERMISTON RSA

Léboratdryll,aboratorium: BRISTOL-MYERS SQUIBB, MAYAGUEZ PUERTO RICO
BRISTOL-MYERS SQUIBB, SERMONETA ITALY
CONSULTING CHEMICAL LAB, STAR STREET

BOKSBURG RSA
MERCK PHARMACEUTICALS MANUFACTURING,

‘WADEVILLE GERMISTON RSA
BRISTOL-MYERS SQUIBB, BEDFORDVIEW RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 02 AUGUST 2002
Datum van registrasie 02 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/3/0326
Name of medicine/Naam van modisyne: CELLUGEL
Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSS]NG BEVAT:

HYPROMELLOSE ... 23,0 mg (Inactive)

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

Applicant/Applikant: ALCON LABORATORIES (SA) (PTY) LTD

Manufacturer/Vervaardiger: SA ALCON-COUVREUR NV PUURS, BELGIUM :

Packer/Verpakker: - SA ALCON-COUVREUR NV PUURS, BELGIUM

Laboratory/Laboratorium: SA ALCON-COUVREUR NV PUURS, BELGIUM
ALCON, FORT WORTH,TEXAS USA '
RESEARCH INSTITUTE FOR IND. PHARMACY,
POTCHEFSTROOM RSA
ALCON, RANDBURG RSA

Shelf-life/Rakleeftyd: 24 moriths/maande

Date of registration: 02 AUGUST 2002
Datum van registrasie 02 AUGUSTUS 2002
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Registration number/Registrasienommer: ~ 36/7.1.3/0071
Name of medicine/Naam van medisyne: PRILOSIN 5§
Dosage form/Doseringsvorm: - "TABLET

Active ingrediej.ntszktie_we bestanddele: -
EACH TABLET CONTAINS/ELKE TABLET BEVAT:

LISINOPRIL 5,0 mg
_ Conditions of régisﬁatioanoomaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD
Manufacturer/Vervaardiger: CIPLA LTD, VIKHROLI INDIA' |
Packer;verpalckér: ' CIPLALTD, VIKHROLI INDIA |
LaboratbrnyabOratoriﬁm: | CIPLA LTD, 'VIKHROILI IN'DIA

. o CIPLA-_MEDPRO, ROSENPARK RSA -
Shelf-life/Rakleeftyd: - 24 moijths{maande EE
Date of registration: 05 AUGUST 2002

Datum van registrasie 05 AUGUSTUS -
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Registration number/Registrasienommer: 35/7.1.3/0252 -
Name of medicine/Naam van medisyne: PRILOSIN 10
Dosage formeoseringsvorm: . TABLET
Active ingredients/Aktiewe bestanddele: |

EACH TABLET CONTAINS/ELKE TABLET BEVAT
LISINOPR.IL .. 10,0 mg

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

Applxcanthppllkant: CIPLA-MEDPRO (PTY) LTD
Manufacturer/Vervaardiger: CIPLA LTD, VIKHROLI INDIA
Packer/Verpakker: ~ CIPLA LTD, VIKHROLI INDIA |

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

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 05 AUGUST 2002
Datum van registrasie = 05 AUGUSTUS 2002 .

00303202—B
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Registration number/Registrasienommer:  35/7.1.3/0282

Naine of medicine/Naam van medisyne: ENALAPRIL MALEATE 2,5 MG - HEXAL
‘Dosage form/Doseringsvorm: - TABLET |

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

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

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

Packer/Verpakker: GEA FARMACEUTISK, HVIDOVRE, DENMARK
DIVPHARM MANUFACTUR.ING AND PACKAGING,

LONGDALE

Laboratory/Laboratorium: GEA FARMACEUTISK, HV IDOVRE, DENMARK
s ANALYTICON, KEMPTON PARK ~
CONSULTING CI—IEMICAL LAB, STAR STREET
BOKSBURG
HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 month;fmaande

Date of registration: 05 AUGUST 2002
Datum van registrasie 05 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/7.1.3/0283

Name of medicine/Naam van medlsyne ENALAPRIL MALEATE 5 MG - HEXAL
Dosage fonm’Dosenngsvonn - TABLET

Active ingredients/Aktiewe bestanddele:

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

Conditions of registration/Voorwaardes v1r reglstrasw
1,2,3,4, 53,6, 7

Appllcant/Appllkant:  HEXAL PHARMA (SA) @TY)LTD
ManufactumrN ervaard:lger GEA FARMACEUTISK, HVIDOVRE DENMARK

_ PackerNerpakker DWPHARM MANUFACTURING AND PACKAGING
' LONGDALE
GEA FARMACEUTISK, I-IVIDOVRE DENMARK

Laboratory/Laboratorium: .~ ANALYTICON, KEMPTON PARK
o ' CONSULTING CHEM]CAL LAB, STAR STREET
BOKSBURG '
 GEA FARMACEUTISK, HVIDOVRE, DENMARK
HEXAL PHARMA , WESTMEAD .

Shelf-life/Rakleeftyd: 24 months/maande

- Date of registration: 05 AUGUST 2002
Datum van registrasie 05 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/7.1.3/0284

Name of medicine/Naam van medisyne: ENALAPRIL MALEATE 10 MG - HEXAL
‘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:
1,2,3,4,5a,6,7

Apphcant!Apphkant HEXAL PHARMA (SA) (PTY) LTD
ManufacturerN ervaardiger: GEA FARMACEUTISK, HVTDOVRE DENMARK
Packer/Verpakker: DIVPHARM MANUFACTURING AND PACKAGING,

LONGDALE
GEA FARMACEUTISK, HVIDOVRE, DENMARK

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

Shelf-life/Rakleeftyd: = 24 months/maande

Date of registration: 05 AUGUST 2002
Datum van registrasie 05 AUGUSTUS 2002
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Registration number/Registrasienommer: 35/7.1.3/0285

Name of medicine/Naam van medisyne: ENALAPRIL MALEATE 20 MG - HEXAL
Dosage form/Doseringsvorm: g TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT

ENALAPRIL MALEATE ... 20,0 mg

. Conditions of registration/V oorwéardes vir mgistfasi§:'
1,2,3,4,5a,6,7

Applicant/Applikant: - | ' HEXAL PHARMA (SA) (PTY) LTD
* Manufacturer/Vervaardiger: - GEA FARMACEUTISK, HVIDOVRE, DENMARK
Packer/Verpakker: GEA FARMACEUTISK, HVIDOVRE, DENMARK
DIVPHARM MANUFACTURING AND
PACKAGING, LONGDALE =
Laboratory/Laboratorium: GEA FARMACEUTISK, HVIDOVRE, DENMARK

ANALYTICON, KEMPTON PARK

CONSULTING CHEMICAL LAB, STAR STREET
- BOKSBURG .

HEXAL PHARMA WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: . 05 AUGUST 2002
Datum van registrasie 05 AUGUSTUS 2002
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w

Registration numbef!Registrasienommér: 35/5.4/0340 :

Name of medicine/Naam van medisyne: CIPLA-OXYBUTYNIN CHLORIDE
‘Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS.ELKE TABLET BEVAT:

OXYBUTYNIN CHLORIDE ... 5,0 mg

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

Applicant/Applikant: ' CIPLA LIFE SCIENCES (PTY) LTD
Manufacturer/Vervaardiger: CIPLA LTD, VIKHROLI INDIA
Packer/Verpakker: CIPLA LTD, VIKHROLI INDIA

~ Laboratory/Laboratorium: ~ CIPLA LTD, VIKHROLI INDIA
CIPLA LIFE SCIENCES, ROSENPARK RSA

Shelf.life/Rakleeftyd: 24 months/maande-

Date of registration: 05 AUGUST 2002
Datum van registrasie 05 AUGUSTUS 2002
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Registration number/Registrasienommer: - 32/7.1/0554

Name of medicine/Naam van medisyne: TEVETEN 300

Dosage form/Doseringsvorm: "~ TABLET

Active ingredients/Aktiewe bestanddele: i _
EACH TABLET CONTAINS/ELKE TABLET BEVAT: R '_
EPROSARTAN MESYLATE EQUIVALENT TO EPROSARTAN ... 300 mg -

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

Applicant/Applikant: . “SOLVAY PHARMA (PTY)LTD

Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, CRA‘WLEY-SUSSEX UK
SOLVAY PHARM BV, OLST, NETHERLANDS

Packer/Verpakker: - SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK
3 : - SOLVAY PHARM BV, OLST, NETHERLANDS

Laboratory/Laboratorium:  SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK
© . SOLVAY PHARM BV, OLST, NETHERLANDS
SOUTH AFRICAN BUREAU OF STANDARDS,

PRETORIA RSA
SCHERING, MIDRAND RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 02 SEPTEMBER 2002

Datum van registrasie 02 SEPTEMBER 2002
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Registration number/Registrasienommer: 32/7.1/0555

Name of medicine/Naam van medisyne: TEVETEN 400
| Dosage fonnfDoseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele: |

EACH TABLET CONTAINS/ELKE TABLET BEVAT
EPROSARTAN MESYLATE EQUIVALENT TO EPROSARTAN . 400 mg

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

Applicant/Applikant: SOLVAY PHARMA (PTY)LTD

Manufacturer/Vervaardiger: SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK
~~ SOLVAY PHARM BV, OLST, NETHERLANDS

Packer/Verpakker: ~ SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK
" SOLVAY PHARM BV, OLST, NETHERLANDS

Laboratory/Laboratorium: ~ SMITHKLINE BEECHAM, CRAWLEY SUSSEX UK
' * " SOLVAY PHARM BV, OLST, NETHERLANDS
" SOUTH AFRICAN BUREAU OF STANDARDS
PRETORIA RSA
SCHERING, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: ' 02 SEPTEMBER 2002
Datum van registrasie =~ 02 SEPTEMBER 2002
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Registration number/Registrasienommer: 33/20.2.8/0234
Name of medicine/Naam van medisyne: AVIREX CREAM
Dosage form/Doseringsvorm: CREAM/ROOM

Active ingredients/Aktiewe bestanddele:
EACH 100,0 g CREAM CONTAINS/ELKE 100,0 g ROOM BEVAT:

ACICLOVIR ... 5,0 g

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

Applicant/Applikant: TRIOMED (PTY) LTD
Manufacturer/Vervaardiger: AZUPHARMA GMBH,GERLINGEN, GERMANY

Packer/Verpakker: AZUPHARMA GMBH,GERLINGEN, GERMANY
DIVPHARM MANUFACTURING AND PACKAGING,

LONGDALE RSA

Laboratory/Laboratorium: ~AZUPHARMA GMBH,GERLINGEN, GERMANY
HEUMANN PHARMA AND CO, NURNBERG GERMANY
INSTITUTE FOR PHARMACEUTICAL

SERVICES,BOKSBURG RSA

TRIOMED, PINELANDS RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 19 SEPTEMBER 2002

Datum van registrasie 19 SEPTEMBER 2002




22 No. 24099 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 30/24/0135

Name of medicine/Naam van medisyne: MEDSOL CARDIOPLEGIC -
REPERFUSION SOLUTION

'Dosage form/Doseringsvorm: INFUSION (PARENTERAL)/
]NFUSIE(PARENTERAAL)

Active ingredients/Aktiewe bestanddele
EACH 500,0 m! SOLUTION CONTAINS/ELKE 500,0 ml OPLOSS]NG BEVAT:

ASPARTATE SODIUM(LEVO) ... 98¢
L-GLUTAMATE (SODIUM) .. 10 7g
POTASSIUM CHLORIDE ... 2, 24 g

Conditions of registration/V oorwaardes vir reglstrasw
1,2,3,4,546, 7

Appllcanthpphkant ~ BODENE (PTY) LTD TRADING AS INTRAMED
: ManufacmrerNervaardiger INMED MIDRAND RSA
Packer/Verpakker: INMED, MIDRAND RSA

Laboratornyaboratonum INMED, MIDRAND RSA
BODENE (PTY)LTD TRADING AS INTRAMED RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 19 SEPTEMBER 2002
Datum van registrasie 19 SEPTEMBER 2002
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Registration number/Registrasienommer: 33/5.4/0359
Name of medicine/Naam van medlsyne URI'HEXAL 5
Dosage fonn!Dosenngsvonn. . TABLET
Active ingredients/Aktiewe bestanddele: :
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
OXYBUTYNIN HYDROCHLORIDE ... 5,0 mg

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

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD |
Manufacturer/Vervaardiger: BIOGLAN GENERICS LTD, DUBLIN,IRELAND
Packer/Verpakker: ~ BIOGLAN GENERICS LTD, DUBLIN,IRELAND
DIVPHARM MANUFACTURING AND PACKAGING,
' LONGDALE RSA
Laboratory/Laboratorium: BIOGLAN GENERICS LTD, DUBLIN, IRELAND
| E CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG RSA
HEXAL PHARMA , WESTMEAD RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 19 SEPTEMBER 2002
- Datum van registrasie =~ 19 SEPTEMBER 2002
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Registration number/Registrasienommer: 33/20.2.8/0233
Name of medicine/Naam van medisyne: TRIO-ACYCLOVIR CREAM
Dosage form/Doseringsvorm: - *CREAM/ROOM

Active ingredients/Aktiewe bestanddele: :
EACH 100,0 g CREAM CONTAINS/ELKE 100,0 g ROOM BEVAT:

ACICLOVIR ...5,0¢g

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

Applicant/Applikant: TRIOMED (PTY) LTD
Manufacturer/Vervaardiger: AZUPHARMA GMBH,GERLINGEN, GERMANY

PackerNérpakker: ; AZUPHARMA GMBH,GERLINGEN, GERMANY
' DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA

Laboratory/Laboratorium: AZUPHARMA GMBH,GERLINGEN, GERMANY
-~ HEUMANN PHARMA AND CO, NURNBERG GERMANY
INSTITUTE FOR PHARMACEUTICAL
SERVICES,BOKSBURG RSA
'TRIOMED, PINELANDS RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 19 SEPTEMBER 2002
Datum van registrasie 19 SEPTEMBER 2002
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No. 24099 25

Registration number/Registrasienommer: 33/5.8/0317
Name of medicine/Naam van medisyne: CIRRUS CAPSULES
Dosage form/Doseringsvorm: CAPSULES/KAPSULES

Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT
CETIRIZINE DIHYDROCHLORIDE ... 5,0 mg
PSEUDOEPHEDRINE HYDROCHLORIDE ... 120,0 mg

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

Applicant/Applikant: UCB SA (PTY) LTD
Manufacturer/Vervaardiger: UCB SA, BRAINE-I'ALLEUD BELGIUM

Packer/Verpakker: UCB SA, BRAINE-I'ALLEUD BELGIUM
S LENNON LTD, PORT ELIZABETH RSA

Laboratory/Laboratorium: UCB SA, BRAINE-I'ALLEUD BELGIUM
' ' - LENNON LTD, PORT ELIZABETH RSA
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG RSA
SOUTH AFRICAN BUREAU OF STANDARDS
PRETORIA RSA.
UCB, PARKTOWN, JHB, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 19 SEPTEMBER 2002
Datum van registrasie 19 SEPTEMBER 2002




26 No. 24099 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 33/21.12/0516-

Name of medicine/Naam van medisyne: FLUTAPLEX 250 mg -
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
FLUTAMIDE ... 250,0 mg

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

Applicant/Applikant: PHARMACHEMIE (PTY) LTD
Manufacturer/Vervaardiger: PHARMACHEMIE BV, HAARLEM NETHERLANDS
Packer/Verpakker: ~ PHARMACHEMIE BV, HAARLEM NETHERLANDS
Laboratory/Laboratorium: ~ PHARMACHEMIE BV, HAARLEM NETHERLANDS
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG RSA
PHARMACHEMIE, MIDRAND RSA
Shelf—lifefRakleeﬁyd: ) 36 months/maande |

Date of registration: 19 SEPTEMBER 2002
Datum van registrasie 19 SEPTEMBER 2002
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No. 24099 27

Registration number/Registrasiecnommer: 36/13.12/0028

Name of medicine/Naam van medisyne: SKINOREN ACNE GEL.
Dosage form/Doseringsvorm: GEL/JEL

~ Active ingredients/Aktiewe bestanddele: _
EACH 100,0 g GEL CONTAINS/ELKE 100,0 g JEL BEVAT :

- AZELAIC ACID ... 15,0 g

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

Applicant/Applikent: ~ SCHERING (PTY)LTD
 Manufacturer/Vervaardiger: SCHERING, MILANO ITALY
Packer/Verpakker: SCHERING, MILANO ITALY
Laboratory/Laboratorium: SCHERING, MILANO ITALY

SOUTH AFRICAN BUREAU OF STANDARDS,

PRETORIA RSA

'SCHERING, MIDRAND RSA

Shelf-life/Rakleeflyd: - 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




28 No. 24099 - GOVERNMENT GAZETTE, 6 DECEMBEﬁ 2002

Registration number/Registrasienommer: 34/13.9.2/0 182

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

EACH 1,0 g CREAM CONTAINS/ELKE 1,0 g ROOM BEVAT:
MICONAZOLE NITRATE ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:
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
. DIVPHARM MANUFACTURING AND PACKAGING,
| 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: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: - 34/18.6/0183 .
Name of medicine/Naam van medisyne: GYNOZOLE VC
Dosage form/Doseringsvorm: : ‘CREAM/ROOM
Active ingredients/Aktiewe bestanddele: :

EACH 5,0 g CREAM CONTAINS/ELKE 5,0 g ROOM BEVAT :
MICONAZOLE NITRATE ... 100,0 mg

Conditions of rcglstratlonNoonvaardes vir registrasie: -
1,2,3,4,54,6,7 '

Appllcant!Appllkant:  HEXAL PHARMA (SA) (PTY) LTD
Manufacturer/Vervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY -
Packer/Verpakker: . = SALUTAS PHARMA, BARLEBEN GERMANY
. G - DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA
Laboratory/Laboratonum SALUTAS PHARMA, BARLEBEN GERMANY
: CONSULTING CHEMICAL LAB, STAR STREET
- BOKSBURG RSA '
" HEXAL PHARMA, WESTMEAD RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: + 20 SEPTEMBER 2002
Datum van registrasiec =~ 20 SEPTEMBER 2002

00303202—B
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Registration numbérfRegistrasienommer: 30/5.4.1/0447
Name of medicine/Naam van medisyne: CABASER 2 MG
Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT

CABERGOLINE ... 2,0 mg

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

Applicant/Applikant: ~ PHARMACIA SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, NERVIANO MILAN ITALY

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

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

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002 -
Datum van registrasie 20 SEPTEMBER 2002




STAATSKOERANT, 6 DESEMBER 2002

Registration number/Registrasienommer: 30/5.4.1/0448

Name of medicine/Naam van medisyne: CABASER 4 mg

Dosage fimnfDosering_svorm:- Heo TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT: -
CABERGOLINE ... 4,0 mg

Conditions of registration/V. oorwaardes Vir registrasie:

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

Applicant/Applikant:

- PHARMACIA SOUTH AFRICA (PTY) LTD

Manufacturer/Vervaardiger: PHARMACIA & UPJOHN_, NERVIANO MILAN ITALY

PackerN erpakker:

Laboratory/ Laboratorium:

Shelf-life/Raklesftyd:

Date of registration:
Datum van registrasie

PHARMACIA & UPJOHN, NERVIANO MILAN ITALY

- PHARMACIA & UPJOHN, ASCOLI PICENO ITALY

PHARMACIA & UPJOHN, NERVIANO MILAN ITALY
PHARMACIA & UPJOHN, ASCOLI PICENO ITALY

- KHULULEKANI LABORATORY SERVICES, MIDRAND

SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
PHARMACIA SOUTH AFRICA, MIDRAND RSA

24 months:’maande

20 SEPTEMBER 2002'
20 SEPTEMBER 2002

No, 24099 31



32 No. 24099 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 33/20.2.2/0266

Name of medicine/Naam van medisyne: PIN-CLOTRIMAZOLE TOPICAL CREAM
Dosage form/Doseringsvorm: CREAM/ROOM |
Active ingredients/Aktiewe bestanddele:

EACH 1,0 g CREAM CONTAINS/ELKE 1,0 g ROOM BEVAT: -
CLOTRIMAZOLE ... 10,0 mg _

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,54,6,7
Applicant/Applikant: MEDPRO PHARMACEUTICA (PTY) LTD
Manufacturer/Vervaardiger: CIPLA LTD, PATALGANGA MAHARASHTRA INDIA
| | ZENECA, ALRODE RSA
Packer/Verpakker: . CIPLA LTD, PATALGANGA MAHARASHTRA INDIA
ZENECA, ALRODE RSA

Laboratory/Laboratorium: CIPLA LTD, PATALGA.NGA MAHARASHTRA INDIA

ZENECA, ALRODE RSA
MEDPRO PHARMACEUTICA, ROSENPARK RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




STAATSKOERANT, 6 DESEMBER 2002

No. 24099 33

Registration number/Registrasienommer: 33/2.8/0098
Name of medicine/Naam van medisyne: DOXY CO
Dosage form/Dose.ringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CAFFEINE ... 30,0 mg

CODEINE PHOSPHATE ... 10,0 mg

DOXYLAMINE SUCCINATE ... 5,0 mg
PARACETAMOL ... 450,0 mg

‘Conditions of registration/Voorwaardes vir registrasie:
12.3. 5,586, 7

Applicant/Applikant: MDI CC
Manufacturer/Vervaardiger:  WRAPSA, CENTURION RSA
Packer/Verpakker: WRAPSA, CENTURION RSA
Laboratory/Laboratorium: WRAPSA, CENTURION RSA
Shelf-lifefRakleeﬂyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




34 No. 24099 *  GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 30/20.1.2/0431°

Name of medicine/Naam van medisyne: COMBICIN S

Dosage form/Doseringsvorm: SUSPENSION/SUSPENSIE

Active ingredients/Aktiewe bestanddele: |

EACH 5,0 ml SUSPENSION CONTAINSELKE 5,0 ml SUSPENSIE BEVAT:
AMOXYCILLIN TRIHYDRATE EQUIVALENT TO AMOXYCILLIN ... 125,0 mg
POTASSIUM CLAVULANATE EQUIVALENT TO CLAVULANIC ACID ...3 1,25 mg

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

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

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 34/15.4/0302

Name of medicine/Naam van medisyne: BIOLONE PRIME

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

EACH 0,8 ml SOLUTION CONTAINS/ELKE 0,8 ml OPLOSSING BEVAT:
SODIUM HYALURONATE ... 9,6 mg

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

Applicant/Applikant: PHARMAFRICA (PTY) LTD
Manufacturer/Vervaardiger: BIOTECHNOLOGY GENERAL, REHOVOT ISRAEL
Packer/Verpakker: BIOTECHNOLOGY GENERAL, REHOVOT ISRAEL

Laboratotyf[,aboraforimn: BIOTECHNOLOGY GENERAL, REHOVOT ISRAEL
PHARMAFRICA, JOHANNESBURG RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




36 No. 24089 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Relgistration number/Registrasienommer: 34/3.1/0446

Name of medicine/Naam van medisyne: RANFEN 400 TABLETS
Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
IBUPROFEN ... 400,0 mg

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

Applicant/Applikant: RANBAXY (SA) (PTY) LTD
Manufacturer/Vervaardiger: RANBAXY, DEWAS INDIA
‘Packer/Verpakker: RANBAXY, DEWAS INDIA

Laboratory/Laboratorium: ~ RANBAXY, DEWAS INDIA
-' : CENTRE FOR QUALITY ASSURANCE

POTCHEFSTROOM RSA
KHULULEKANI LABORATORY SERVICES, MIDRAND RSA
RANBAXY, CENTURION RSA

Shelf-life/Rakleeftyd: * 24 months/maande

Date of registration: " 20 SEPTEMBER 2002

Datum van registrasie 20 SEPTEMBER 2002




STAATSKOERANT, 6 DESEMBER 2002 .
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Regisiration number/Registrasienommer: 35/2.8/0070

. Name of medicinefﬂaam van medisyne: MYOGESIC CAPSULES
Dosage form/Doseringsvorm: - CAPSULES/KAPSULES -
Active ingredients/Aktiewe bestanddele: '

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT

IBUPROFEN ... 200,0 mg
PARACETAMOL ... 250,0 mg

Conditions of reglsn'atlonNoorwaardes vir registrasie:
1,2,3,4,5a,6,7

Applicant/Applikant: ADCOCK INGRAMLTD

Manufacturer/Vi ervaardlger ADCOCK INGRAM LTD, CLAYVILLE, RSA
 ADCOCK INGRAM L'I'D WADEV]LLE RSA

PackerNerpakker: ~ ADCOCK INGRAM LTD, CLAYVILLE, RSA
- ADCOCK INGRAM LTD, WADEVILLE RSA

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

SOUTH AFRICAN BUREAU OF STANDARDS, o

PRETORIA RSA -
Shelf-life/Rakleeflyd: 24 months/maande
‘Date of registration: 20 SEPTEMBER 2002

Datum van registrasie 20 SEPTEMBER 2002




38 No.24099. GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 35/20.1.1/0104

Name of medicine/Naam van medisyne: CYFLOC 250 MG TABLETS -
Dosage form/Doseringsvorm: © TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO
CIPROFLOXACIN ... 250, 0 mg

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

Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker: ~~ LENNON LTD, PORT ELIZABETHRSA

Laboratory/Laboratorium: LENNON LTD, PORT ELIZABETH RSA
' ' PHARMACARE LTD, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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“'No. 24099 © 39

Registration number/Registrasienommer: 35/20.1.1/0105

Name of medicine/Naam van medisyne: CYFLOC 500 MG TABLETS .
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO
CIPROFLOXACIN ... 500,0 mg

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

Applicant/Applikant; PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker: LENNON LTD, PORT ELIZABETH RSA

Laboratory/Laboratorium: LENNON LTD, PORT ELIZABETH RSA
PHARMACARE LTD, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




40 No. 24099 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 35/20.1.1/0106

Name of medicine/Naam van medisyne: CYFLOC 750 MG TABLETS
- Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO

CIPROFLOXACIN ... 750,0 mg

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

Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker: LENNON LTD, PORT ELIZABETH RSA

Laboratory/Laboratonum LENNON LTD, PORT ELIZABETH RSA
PHARMACARE LTD, PORT ELIZABETH RSA

~ Shelf-life/Rakleeftyd: 24 monthsfmaande -

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




STAATSKOERANT, 6 DESEMBER 2002 No. 24099 41

-Registration number/Registrasienommer: 35/15.4/0139
Name of medicine/Naam van medisyne: VISUDYNE

Dosage form/Doseringsvorm: INFUSION (PARENTERALY/
- INFUSIE(PARENTERAAL)

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
VERTEPORFIN ... 15,0 mg

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

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: PARKEDALE PHARM, MICHIGAN, USA
Packer/Verpakker: PARKEDALE PHARM, MICHIGAN, USA

LABORATOIRES CIBA VISION,CEDEX,FRANCE
NOVARTIS, SPARTAN KEMPTON PARK RSA

Laboratory/Laboratorium: PARKEDALE PHARM, MICHIGAN, USA
LABORATOIRES CIBA VISION,CEDEX,FRANCE
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA RSA
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie =~ 20 SEPTEMBER 2002




42 No. 24099 GOVEFINMENT.GAZETI'E, 6 DECEMBER 2002

Registration number/Registrasienommer: 35/20.1.1/0267
Name of medicine/Naam van medisyne: ROXULIDE 150
Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT: -
ROXITHROMYCIN ...1500mg. :

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

Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD
Manufacturer/Vervaardiger: HEINZ HAUPT CHEM-PHARM,BERLIN,GERMANY

Packer/Verpakker: . DIVPHARM MANUFACTURING AND PACKAGING,
. LONGDALERSA = -
PHARMA-Q, INDUSTRIA -

Laboratory/Laboratorium: HEINZ HAUPT CHEM-PHARM,BERLIN,GERMANY
ANALYTICON, KEMPTON PARK RSA
- CONSULTING CHEMICAL LAB, STAR STRE
BOKSBURG RSA : -
HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/20.1.1/0268 -
Name of medicine/Naam van medisyne: ROXULIDE 300
Dosage form/Doseringsvorm: . TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
ROXITHROMYCIN ... 300,0 mg

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

Applicant/Applikant: ~ HEXAL PHARMA (SA) (PTY) LTD _
Manufacturer/Vervaardiger: HEINZ HAUPT CHEM-PHARM,BERLIN,GERMANY

Packer/Verpakker: * DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA |
PHARMA-Q, INDUSTRIA

: Laboratornyaborabonmn HEINZ HAUPT CHEM-PHARM,BERLIN,GERMANY _
ANALYTICON, KEMPTON PARK RSA
CONSULTING CHEMIC AL LAB, STAR STREET
BOKSBURG RSA

HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




44 No. 24099 © ‘GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration number/Registrasienommer: 35/20.1.1/0286

Name of medicine/Naam van medisyne: KEFOTAX 0,5 G INJECTION
Dosage form/Doseringsvorm: - INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :

CEFOTAXIME SODIUM EQUIVALENT TO

CEFOTAXIME ... 500,0 mg

Conditions of registration/Voorwaardes vir registrasie:

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

'Applican_tJApplikant: GENERIX INTERNATIONAL (SA) (PTY) LTD

Manufacturer/Vervaardiger: I-iARB]N GENERAL PHARM F.ACTORY, PEOPLES REP OF
' - CHINA ' '

Packer/Verpakker: HARBIN GENERAL PHARM FACTORY, PEOPLES REP OF

Laboratory/Laboratorium: H?Aﬁ%% GENERAL PHARM FACTORY, PEOPLES REP OF

PHARMA-Q, INDUSTRIA
GENERIX INTERNATIONAL, CAPE TOWN

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/20.1.1/0287 -
Name of medicine/Naam van medisyne: KEFOTAX 1,0 G INJECTION
‘Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
CEFOTAXIME SODIUM EQUIVALENT TO
CEFOTAXIME ... 1,0 g

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,58,6,7

Applicant/Applikant: GENERIX INTERNATIONAL (SA) (PTY) LTD

Manufacturer/Vervaardiger: HARBIN GENERAL PHARM FACTORY, PEOPLES REP OF
o CHINA -

Packer/Verpakker: I-é?{ﬂ;};? GENERAL PHARM FACTORY, PEOPLES REP OF

Laboratory/Laboratorium: HARBIN GEN'ERAL PHARM FACTORY, PEOPLES REP OF

CHINA .
PHARMA-Q, INDUSTRIA
GENERIX, ATHLONE CAPE TOWN RSA

Shelflife/Rakleeftyd: - 24 months/maande
Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER2002
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Registration number/Registrasienommer: 35/7.1.3/0347

Name of medicine/Naam van medisyne: CO-PRITOR 40/12,5 MG
Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
HYDROCHLOROTHIAZIDE ... 12,5 mg

TELMISARTAN ... 40,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,5a,6,7
Applicant/Applikant: INGELHEIM PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, BIBERACH AN DER RISS
. GERMANY
BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY
Packer/Verpakker: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY

Laboratory/Laboratorium: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY
HOECHST MARION ROUSSEL, WALTLOO RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie =~ 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 36/2.8/0009

Name of medicine/Naam van medisyne: COMPRAL HEADACHE POWDERS - - .

Dosage form/Doseringsvorm: 'POWDER/POEIER .

Active ingredients/Aktiewe bestanddele:

EACH SACHET CONTAINS/ELKE SAKKIE BEVAT:

ASPIRIN ... 453,60 mg

CAFFEINE . 64,80 mg : P :
PARACETAMOL .. 324,00 mg z P e e B}

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

Applicant/Applikant: ADCOCK INGRAM LTD

Manufacturer/V. ervaardlger ADCOCK INGRAM LTD, CLAYV]LLE RSA-
PHARMA-Q, INDUSTRIA RSA

Panken’Verpakker: ADCOCK INGRAM LTD, CLAYVILLE, RSA
' ' PHARMA-Q, INDUSTRIA RSA

Laboratornyaboratorlum ADCOCK INGRAM LTD, CLAYVILLE, RSA
PHARMA-Q, ]NDUSTRIA RSA

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

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




48 No. 24089 GOVERNMENT GAZETTE, 6 DECEMBER 2002

Registration numberfRegis&asieﬁoMer: 36/2.8/0010

Name of medicine/Naam van medisyne: ASPIMOL POWDERS
Dosage form/Doseringsvorm: . POWDER/POEIER
Active ingredientslAktieWe bestanddele:

EACH SACHET CONTAINS/ELKE SAKKIE BEVAT:
ASPIRIN ... 453,60 mg . _

CAFFEINE ... 64,80 mg

PARACETAMOL ... 324,00 mg

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

Applicant/Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: PHARMA-Q, INDUSTRIARSA
ADCOCK INGRAM HEALTHCARE, CLAYV]'LLE RSA

Packer/Verpakker: ADCOCK INGRAM HEALTHCARE, CLAYVILLE RSA
: PHARMA-Q, INDUSTRIA RSA

Laboratow![,aboratonum ADCOCK INGRAM HEALTHCARE, CLAYVILLE RSA
PHARMA-Q, INDUSTRIA RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 36/2.1/0084
Name of medicine/Naam van medisyne: DIPRIVAN 2 % 50 ML

Dosage form/Doseringsvorm: INFUSION (PARENTERAL)/ .
INFUSIE (PARENTERAAL)

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml EMULSION CONTAINS/ELKE 1 ,0ml EMULSIE BEVAT
PROPOFOL ... 20,0 mg

Conditions of reglstrationN oorwaardes vir registrasie:
1,2,3,4,53,6,7

Applicant/Applikant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardi ger: ASTRAZENECA CAPONAGO ITALY

Packer/Verpakker: ASTRAZENECA, CAPONAGO ITALY
ASTRAZENECA, CHESHIRE UK

Laboratory/Laboratorium: ASTRAZENECA, CAPONAGO ITALY
ASTRAZENECA, CHESHIRE UK
ASTRAZENECA, ALRODE, ALBERTON RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 36/2.1/0085
Name of medicine/Naam van medisyne: DIPRIVAN 2 % PFS 10 ML
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddeie:
EACH 1,0 ml EMULSION CONTAINS/ELKE 1,0 ml EMULSIE BEVAT :

PROPOFOL ... 20,0 mg

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

Applicant/Applikant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: ASTRAZENECA, CAPONAGO ITALY

Packer/Verpakker: ASTRAZENECA, CAPONAGO ITALY
\ ; ASTRAZENECA, CHESHIRE UK
Laboratory/Laboratorium: ASTRAZENECA, CAPONAGO ITALY
- ASTRAZENECA, CHESHIRE UK
: ASTRAZENECA, ALRODE, ALBERTON RSA

Shelf'life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 36/2.1/0086

Name of medicine/Naam van medisyne: DIPRIVAN 2 % PFS 50 ML
Dosage form/Doseringsvorm: - INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml EMULSION CONTAINS/ELKE 1,0 ml EMULSIE BEVAT:
PROPOFOL ... 20,0 mg

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

Applicant/Applikant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: ASTRAZENECA, CAPONAGO ITALY

Packer/Verpakker: ASTRAZENECA, CAPONAGO ITALY
ASTRAZENECA, CHESHIRE UK

Laboratory/Laboratorium: ASTRAZENECA, CAPONAGO ITALY

ASTRAZENECA, CHESHIRE UK
ASTRAZENECA, ALRODE, ALBERTON RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/7.1/0224

Name of medicine/Naam van medisyne: CAVERJECT DC 40 UG
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
ALPROSTADIL ... 40,0 ug

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

Applicant/Applikant: =~ PHARMACIA SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, RUKSWEG, PUURS, BELGIUM

Packer/Verpakker: PHARMACIA & UPJOHN, RUKSWEG, PUURS, BELGIUM
SANICO NV, TURNHOUT BELGIUM |

Laboratory/Laboratorium: PHARMACIA & UPJOHN, RUKSWEG, PUURS, BELGIUM
KHULULEKANILABORATORY SERVICES, MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
RSA
. PHARMACIA SOUTH AFRICA, MIDRAND RSA

- Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/7.1/0215
Name of medicine/Naam van medisyne: * CAVERJECT DC 10 UG
Dosage fom:!Ddses_ingsvonn:-_ i, _ INJECTION/INSPUITING

Active mgmd:entszkhewe bestanddele: N
EACH 0,5 ml SOLUTION CONTAINS/ELKE 0,5 ml OPLOSS]NG BEVAT

ALPROSTADIL ... 10,0 ug

Conditions of registration/V oorwéardes vir fegistrasie:
1,2,3,4,53,6,7

Applicant/Applikant:  PHARMACIA SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, LINDHAGENSGATAN SWEDEN
Packer/Verpakker:  PHARMACIA & UPIOHN, LINDHAGENSGATAN SWEDEN

Laboratoryﬂ,aboratonum PHARMACIA & UPJOHN, L]NDHAGENSGATAN SWEDEN
KHULULEKANI LABORATORY SERVICES, MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA

RSA
PHARMACIA SOUTH AFRICA, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande.

Date of regiStratioﬁ: 20 SEPTEI\IBER 2002
Datum van registrasie 20 SEPTEMBER 2002




%
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Registration number/Registrasiecnommer: 35/7.1/0216
Name of medicine/Naam van medisyne: CAVERJECT DC 20 UG
Dosage form/Doseringsvorm:  INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 0,5 ml SOLUTION CONTAINS/ELKE 0,5 ml OPLOSSING BEVAT

ALPROSTADIL ... 20,0 ug

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

Applicant/Applikant: PHARMACIA SOUTH AFRICA (PTY) LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, LINDHAGENSGATAN SWEDEN
Packer/Verpakker: ~ PHARMACIA & UPJOHN, LINDHAGENSGATAN SWEDEN
Laboratory/Laboratorium:  PHARMACIA & UPJOHN, LINDHAGENSGATAN SWEDEN

KHULULEKANI LABORATORY SERVICES, MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA

RSA
'PHARMACIA SOUTH AFRICA, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 34/21.2/0359 .

Name of medicine/Naam van medisyne: METFORAL 500 - -

Dosage form/Doseringsvonn' TABLET
Active ingredients/Aktiewe bestanddele: '
EACH TABLET CONTAINS/ELKE TABLET BEVAT
METFORMIN HYDROCHLORIDE ...  500,0 mg

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

Applicant/Applikant: ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: BERLIN-CHEMIE, TEMPELHOFER, BERLIN GERMANY

Packer/Verpakker: - BERLIN-CHEMIE, GLIENICKER, BERLIN GERMANY

ADCOCK INGRAM LTD, CLAYVILLE, RSA

' Laboratory/Laboratorium: BERLIN-CHEMIE, TEMPELHOFER, BERLIN GERMANY
% BERLIN-CHEMIE, GLIENICKER, BERLIN GERMANY

ADCOCK INGRAM LTD, CLAYVILLE RSA

Shelf-life/Rakleeftyd: 60 monthsfmaande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 34/21.2/0360

Name of medicine/Naam van medisyne: METFORAL 850
- Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT

METFORMIN HYDROCHLORIDE ... 850,0 mg

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

Applicant/Applikant: ADCOCK INGRAM LTD
Manufacturer/Vervaardiger: BERLIN-CHEMIE, TEMPELHOFER, BERLIN GERMANY

Packer/Verpakker: BERLIN-CHEMIE, GLIENICKER, BERLIN GERMANY
' ADCOCK INGRAM LTD, CLAYVILLE, RSA

Laboratoryr'Laboratonum BERLIN-CHEMIE, TEMPELHOFER, BERLIN GERMANY
BERLIN-CHEMIE, GLIENICKER, BERLIN GERMANY

ADCOCK INGRAM LTD, CLAYVILLE, RSA

Shelf-life/Raklesftyd: 60 months/maande

Date of registration: . 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




¢ STAATSKOERANT, 6 DESEMBER 2002 . _ __-'No. 24099 &7

Registration number/Registrasienommer: 35/3.1/0019

Name of medicine/Naam van medisyne: FLAMLESS

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT
KETOPROFEN ... 200,0 mg ]

Conditions of reglsu'at:onf\’oorwaardes vir reglstrasxe
1,2,3,4,5a,6,7

Applicant/Applikant: TRIOMED (PTY) LTD
Manufacturer/Vervaardiger: ETHYPHARM LABORATORIES HOUDAN FRANCE
Packer/Verpakker: ETHYPHARM LABORATORIES, HOUDAN FRANCE
.~ DIVPHARM MANUFACTURING AND PACKAGING,
LONGDALE RSA -
Laboratory/Laboratorium: ETHYPHARM LABORATORIES, HOUDAN FRANCE
INSTITUTE FOR PHARMACEUTICAL SERVICES,

BOKSBURG RSA
TRIOMED, PINELANDS, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/20.1.1/0101
" Name of medicine/Naam van medisyne: ORPIC 250 MG TABLETS
Dosage form/Doseringsvorm: ~+ TABLET
Active ingredients/Aktiewe bestaxxddeie:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:

CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO
CIPROFLOXACIN ... 250,0 mg

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

Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker:  LENNON LTD, PORT ELIZABETH RSA

- Laboratory/Laboratorium: ~ LENNON LTD, PORT ELIZABETH RSA
: - PHARMACARE LTD, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande

‘Date of registration: - 20 SEPTEMBER 2002
! Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/20.1.1/0102

Name of medicine/Naam van medisyne: ORPIC 500 MG TABLETS
Dosage fonnfDoseringsvbnn:  TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO
CIPROFLOXACIN ... 500,0 mg

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

Applicant/Applikant: PHARMACARE LIMITED. |

- Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker: ' LENNON LTD, PORT ELIZABETH RSA
Laboratornyabora_toﬁl_Jm: _ LENNON LTD, PORT ELIZABETH RSA .

PHARMACARE LTD, PORT ELIZABETH RSA |

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002 -
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Registration numberlRegistrésienommer: 35/20.1.1/0103
Name of medicine/Naam van medisyne: ORPIC 750 MG TABLETS
_ Dosage formeoseﬁngSVOM' _ TABLET
N Actwe ingredients/Aktiewe bestanddele:
-~ EACH TABLET CONTAINS/ELKE TABLET BEVAT

CIPROFLOXACIN HYDROCHLORIDE EQUIVALENT TO
CIPROFLOXACIN ... 750,0 mg

Conditions of registrationN oorwaardes vir registrasie:
1,2,3,4,50,6,7

Applicant/Applikant: - PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
_PackerNerpakker‘ -~ LENNON LTD, PORT ELIZABETH RSA

Laboratory&aboratonum LENNON LTD, PORT ELIZABETH RSA
PHARMACARE LTD, PORT ELIZABETH RSA

. Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002 .
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Registration number/Registrasienommer: 35/14.2/0107 -

Name of medicine/Naam van medisyne: BURNAZIN |

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

EACH 100,0 g CREAM CONTAINS/ELKE. 100 0 gROOM BEVAT
SILVER SULFADIAZINE ... 1,0 g

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

Applicanthpplikant' DANENE PHARMACEUTICALS (PTY) LTD
ManufacturerNervaardiger PURNA PHARMACEUTICALS N.V.,PUURS, BELGIUM

Packer/V erpakker. PURNA PHARMACEU'I‘ICALS N.V. PUURS,BELGIUM
o DANENE PHARMACEUTICALS PTARSA o

LaboratorylLaboratonum PURNA PHARMACEUTICALS N.V.,PUURS,BELGIUM
RESEARCH INSTITUTE FOR IND. PHARMACY,
POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS PRBTORIA
RSA s
DANENE PHARMACEUTICALS PTA RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasic 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/7.5/0277

Name of medicine/Naam van medisyne: ADCO-SIMVASTATIN 10 MG
Dosage form/Doseringsvorm: TABLET |
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
SIMVASTATIN ... 10,0 mg

Conditions of registration/V oorwaardes vir registrasie: -
1,2,3,4,53,6,7

Applicant/Applikant: ADCOCK INGRAM LTD

Manufactm'erNervaardlger LECIVA AS, PRAGUE, CZECH REP -
SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN

Packer/Verpakker: LECIVA AS, PRAGUE, CZECH REP
SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN
MANUFACTURING PACKAGING FARMACA , HEERENVEEN
THE NETHERLANDS

Laboratornyaboratonum LECIVA AS PRAGUE, CZECHREP
SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN

ADCOCK INGRAM LTD, CLAYVILLE, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/7.5/0278 -
- Name of medicine/Naam van medisyne: ADCO-SIMVASTATIN 20 MG
Dosage form/Doseringsvorm: ' TABLET

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

Conditions of reglstratlonNoorwaard&s vir registrasie; -
1,2,3,4,5a,6,7

Applicanthpplikant: ADCOCK INGRAMLTD

ManufacturerN ervaardiger: LECIVA AS, PRAGUE, CZECH REP
' SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN

~ Packer/Verpakker: " LECIVA AS, PRAGUE, CZECH REP :

. SYNTHON HISPANIA, SANT BOI DE LLOBREGAT, SPAIN
MANUFACTURING PACKAGING FARMACA,, I-IEERENVEEN
THE NETI-IBRLANDS :

Laboratory/Laboratorium: ~ LECIVA AS, PRAGUE, CZECH REP -

SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN
ADCOCK INGRAM LTD, CLAYVILLE, RSA

Shelf-life/Rakleeftyd: 24 monthsfmaande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie - 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/7.5/0279
. Name of medicine/Naam van medisyne: - ADCO-SIMVASTATIN 40 MG

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:

SIMVASTATIN ... 40,0 mg-

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

Applicant/Applikant:  ADCOCK INGRAM LTD

ManufacmrerNervaardlger LECIVA AS, PRAGUE, CZECH REP
SYNTHON HISPANIA, SANT BOI DE LLOBREGAT SPAIN

Packer/Verpakker: . LECIVA AS, PRAGUE, CZECH REP
- . SYNTHON HISPANIA, SANT BOI DE LLOBREGAT, SPAIN
MANUFACTURING PACKAGING FARMACA, I-IEERENVEEN

THE NETHERLANDS

Laboratony!l,aboratonum LECIVA AS, PRAGUE, CZECH REP
: SYNTHON HISPANIA, SANT BOI DE LLOBREGAT, SPAIN

ADCOCK INGRAM LTD, CLAYVILLE, RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002 -




STAATSKOERANT, 6 DESEMBER 2002 No. 24099 65

Registration number/Registrasienommer: 35/16.4/0320

Name of medicine/Naam van medisyne: ANDOLEX-C LOZENGES HONEY/LEMON
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 reglstm‘.ionNoomaardes vir registrasw
1,2,3,4, 53,6, 7

Applicant/Applikent:  3M PHARMACEUTIICALS SA (PTY)LTD

Manufacturer/Vervaardiger: NESTLE, BLACKTOWN, AUSTRALIA

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

Laboratory/Laboratorium: 3M, CHILVERS RD, THORNLEIGH, AUSTRALIA
ANALYTICON, KEMPTON PARK RSA
3M,ISANDORSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/34/0290
Name of medicine/Naam van medisyne: EASY-CARE
Dosage form/Doseringsvorm: , SOLUTION/OPLOSSING

Actlve ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT

POLIHEXANIDE ... 0,001 mg

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

Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD

ManufacturerNervaardlger CIBA VISION ONTARIO CANADA
CIBA VISION, MUNICH GERMANY
LABORATOIRES CIBA VISIQN CEDEX,FRANCE

Packer/Verpakker: CIBA VISION, ONTARIO CANADA
' - CIBA VISION, MUNICH GERMANY -

'~ LABORATOIRES CIBA VISION,CEDEX,FRANCE
NOVARTIS, SPARTAN KEMPTON PARK RSA -

Laboratory/Laboratorium: C[BA VISION ONTARIO CANADA
CIBA VISION, MUNICH GERMANY
LABORATOIRES CIBA VISION,CEDEX,FRANCE
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/20.1.2/0346

Name of medicine/Naam van medisyne: PENZYL 1 MIU (600 MG) INJECTION
Dosage form/Deseringsvorm: - INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

BENZYLPENICILLIN ... 600,0 mg

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

Applicant/Applikant:  GENERIX INTERNATIONAL (SA) (PTY) LTD

Manufacturer/Vervaardiger: HARBIN GENERAL PHARM FACTORY, PEOPLES REP OF

CHINA

Packer/Verpakker: HARBIN GENERAL PHARM FACTORY, PEOPLES REP OF

CHINA

Laboratory/Laboratorium: HARBIN GENERAL PHARM FACTORY, PEOPLES REP OF

CHINA ’

RSA
GENERIX, ATHLONE, CAPE TOWN RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002

CONSULTING CHEMICAL LAB, STAR STREET BOKSBURG
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Registration number/Registrasienommer: 34/13.1/0424

Name of medicine/Naam van medisyne: BARRS POVIDON.E-IOD-H\IE OINTMENT
Dosage form/Doseringsvorm: | OINTMENT/SALF

Active ingredients/Aktiewe bestanddele:

EACH 100,0 g OINTMENT CONTAINS/ELKE 100,0 g SALF BEVAT:
POVIDONE-IODINE ... 10,0 g

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

Applicant/Applikant: ' BARRS PHARMACEUTICAL INDUSTRIES CC

Manufacturer/Vervaardiger: BARRS PHARM INDUSTRIES, OBSERVATORY RSA

Packer/Verpakker: BARRS PHARM INDUSTRIES, OESERVATORY RSA

Laboratory/Laboratorium:  BARRS PHARM INDUSTRIES, OBSERVATORY RSA
_ Shelf-lifefRakleeﬁyd: 24 months/maande .

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/34/0291

Name of medicine/Naam van medisyne: ACTICLEAN :

* Dosage form/Doseringsvorm: sownowomdssma

Active ingredients/Aktiewe bestanddele: ;

- EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 mI OPLOSS]NG BEVAT
POLIHEXANIDE ... 0,001 mg

~ Conditions of registration/Voorwaardes vir reglstrasw
1,2,3,4,5,6,7 ;

Applicant/Applikant: NovARTls SOUTH AFRICA (PTY) LTD

ManufacturerNervaardlger C]BA VISION, ONTAR_IO CANADA
“CIBA VISION, MUNICH GERMANY

LABORATOIRES CIBA VISION,CEDEX FRANCE

Packer/Verpakker: _ CIBA VISION, ONTARIO CANADA
: ~ 'CIBA VISION, MUNICH GERMANY
LABORATOIRES CIBA VISION,CEDEX,FRANCE
NOVARTIS, SPARTAN KEMPTON PARK RSA

Laboratory/Laboratorium: CIBA VISION, ONTARIO CANADA
CIBA VISION, MUNICH GERMANY :
LABORATOIRES CIBA VISION, CEDEX,FRANCE
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer:  35/7.1.3/0317
Name of medicine/Naam van medisyne: RENIPRAL-CO
Dosage fonnfDoseringsvonn: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT
ENALAPRIL MALEATE ... 20,0 mg
HYDROCHLOROTI—IIAZIDE . 12,50 mg

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

Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: LENNON LTD, PORT ELIZABETH RSA
Packer/Verpakker: LENNON LTD, PORT ELIZABETH RSA

Laboratory/Laboratonmn LENNON LTD PORT ELIZABETH RSA
PHARMACARE LTD, PORT ELIZABETH

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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No. 24098 71

_- Registration number/Registrasienommer: 35/11.4.3/0341

Name of medicine/Naam van medisyne; ZANTAC EFFERVESCENT 75

Dosage form/Doseringsvorm: - TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
RANITIDINE HYDROCHLORIDE EQUIVALENT TO
RANITIDINE ... 75,0 mg

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

Applicant/Applikant; GLAXO WELLCOME SA (PTY) LTD

Manufucturer/Vervaardiger: GLAXO WELLCOME, EVREUX FRANCE

Packer/Verpakker: GLAXO WELLCOME, EVREUX FRANCE
- . ‘GLAXO WELLCOME, MIDRAND RSA

Laboratory/Laboratorium:  GLAXO WELLCOME, EVREUX FRANCE
- ! GLAXO WELLCOME, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002,
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/15.4/0408

Name of medicine/Naam van medisyne: CROMABAK 2 % EYE DROPS
Dosage form/Doseringsvorm: - DROPS/DRUPPELS

Active ingredients/Aktiewe bestanddele:

EACH 100,0 ml LIQUID CONTAINS/ELKE 100,0 ml VLOEISTOF BEVAT:
SODIUM CROMOGLYCATE ... 2,0g

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

Applicant/Applikant: " GENOP HEALTHCARE (PTY) LTD
Manufacturer/Vervaardiger THISSEN LABORATOIRIES, L'ALLEUD BELGIUM
Packer/Verpakker:  THISSEN LABORATOIRIES, L'ALLEUD BELGIUM
Laboratory/Laboratorium: ~THISSEN LABORATOIRIES, L'ALLEUD BELGIUM
INSTITUTE FOR PHARMACEUTICAL

- SERVICES,BOKSBURG -
GENOP HEALTHCARE, HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/30.4/0414

Name of medicine/Naam van medisyne: EPREX 5 000 TU/0,5 ML

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT
EPOETIN ALFA ... 84,0 ug

Conditions of registration/Voorwaardes vir registrasie:

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY

Packer/Verpakker: VETTER PHARMA,SCHUT ZEN STR,RAVENSBURG
GERMANY :

Laboratoryfl..aboratorlwn VETTER PHARMA,SCHUTZENSTR RAVENSBURG
GERMANY
CILAG AG, HOCHSTRASSE SWITZERLAND
- JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 18 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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~ Registration number/Registrasienommer: 35/30.4/0415
Name of medicine/Naam van medisyne: EPREX 6 000 IU/0,6 ML
Dosage form/Doseringsvorm: - INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele: -
EACH 1,0 m! SOLUTION CONTAINS/ELKE 1,0 m! OPLOSSING BEVAT:
EPOETIN ALFA ... 84,0 ug

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,51,6,7
Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD
Manufacturer/Vervaardiger: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY
Packer/Verpakker: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
| GERMANY

Laboratory/Laboratorium: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY
CILAG AG, HOCHSTRASSE SWITZERLAND
JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 18 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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£

Registration number/Registrasienommer: 35/30.4/0416

Name of medicine/Naam van medisyne: EPREX 7 000 TU/0,7 ML

Dosage form/Doseringsvorm: " INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAMS!EIKE 1,0 ml OPLOSS]NG BEVAT
EPOETIN ALFA ... 84,0 ug

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4, 5a, 6,7
Applicant/Applikent: JANSSEN PHARMACEUTICA (PTY) LTD
ManufacturerNervaardlger VETTER PHARMA,SCHUTZENSTR, RAVENSBURG
| GERMANY
Packer/Verpakker: . VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY
Laboratory/Laboratorium:  VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY =
CILAG AG, HOCHSTRASSE SWITZERLAN
JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA
Shelf-life/Rakleeftyd: 18 months/masnd
Date of registration: 20 SEPTEMBER 2002

Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/30.4/0417
Name of medicine/Naami van medisyne: EPREX 8 000 TU/0,8 ML
Dosage form/Doseringsvorm: - INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ML SOLUTION CONTAINS/ELKE 1,0 ml OPLOSS]NG BEVAT:

EPOETIN ALFA ... 84,0 ug

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: VETTER PHARMA,SCHUTZENSTR,RAVEN SBURG
GERMANY
Packer/Verpakker:  VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY
Laboratory/Laboratorium: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
: & ow B - GERMANY

' CILAG AG, HOCHSTRASSE SWITZERLAND
JANSSEN PHARMACEUTICA HALFWAY HOUSE RSA

' Shelflife/Rakleeftyd: 18 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/3 0.4)'041§ ' .

Name of medicine/Naam van medisyne: EPREX 9 000 [U/0,9 ML

Dosage form/Doseringsvorm: DQJECTIONIB\I SPUTI'ING

Active ingredients/Aktiewe bestanddele: ;
. EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT
EPOETIN ALFA ... 84,0 ug ;

Conditions of registration/Voorwaardes vir reglsu-asze

1,2,3,4,5a,6,7 | _
Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD
Manufacturer/Vervaardiger: VETTER PHARMA,SCHUTZENSTR,RAVENSBURG
GERMANY |
Packer/Verpakker: VETTER PHARMA SCHUTZENSTR,RAVENSBURG
' s GERMANY
Laboratory/Laboratorium: ~ VETTER PHARMA,SCHUTZENSTR, RAVENSBURG

CILAG AG, HOCHSTRASSE SWITZERLAND
JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 18 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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 Registration number/Registrasienommer: 36/2.7/0184
‘Name of medicine/Naam van medisyne: NUROFEN SOFT GEL CAPSULES
Dosage fonnfDoseﬁngsvonn: ‘CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:
EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT
IBUPROFEN ... 200,0 mg

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

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

Manufacturer/Vervaardiger: BANNER PHARMACAPS, TILBURG, NETHERLANDS
Packer/Verpakker: BOOTS, NOTTINGHAM UK

Labbraxorymabor;torimn: * BANNER PHARMACAPS, TILBURG, NETHERLANDS
o BOOTS, NOTTINGHAM UK

PHARMACEUTICAL CONTRACTORS, ISANDO RSA
RECKITT BENCKISER PHARMACEUTICALS, MOBENI RSA

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

. Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 35/30.1/0181

Name of medicine/Naam van medisyne: FLUAD

Dosage fonnfDoseringsvonn: . INJECTION/INSPUITING
Active mgredxentszktlewe bestanddele:

EACH 0,5 ml DOSE CONTAINS/ELKE 0,5 ml DOSIS BEVAT:
INFLUENZA VIRUS A/BEIJING/535/95 (HIN1) ... 150ug -
INFLUENZA VIRUS A/SYDNEY/5/97-LIKE (H3N_2) .. 15,0 ug -
INFUENZA VIRUS B/BEIJING/184/93-LIKE ... 15,0 ug

“ Conditions of registration/Voorwaardes vir registrasie:
1,2:3.4,50. 6,7

Applicanthppl'ikant: BIOVAC SA (PTY)LTD
Manufacturer/Vervaardiger: CH]ROfI S.P.A,SIENA ITALY

Packer/Verpakker: ~ CHIRON S.P.A, SIENA ITALY
| BIOVAC SA, WADEVILLE RSA

" LaboratoryiLaboratonmn CHIRON S.P.A, SIENA ITALY

BIOVAC SA, WADEVILLE RSA
THEINATIONAL CONTROL LABORATORY,BLOEMFONTEIN

Shelf-life/Rakleeftyd: 12 months/maande

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002




®
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Registration number/Registrasienommer: 99/21.1/9
Name of medicine/Naam van medisyne: HEXASOL HB

Dosage form/Doseringsvorm: INJECTION

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS
FLUNIXIN MEGLUMINE ... 20,0 mg
OXYTETRACYCLINE ... 300,0 mg

Conditions of registration/Voorwaardes vir fegistrasie: :

Applicant/Applikant; NORBROOK LABORATORIES S.A. (PTY) LTD
Manufacturer/Vervaardiger: NORBROOK LABORATORIES, CAMLOUGH ROAD NEWRY

F g N/IRELAND | ,
Packer/Verpakker: NORBROOK LABORATORIES, CAMLOUGH ROAD NEWRY

_ N/IRELAND _
Laboratory/Laboratorium: ~ NORBROOK LABORATORIES, CAMLOUGH ROAD NEWRY

N/IRELAND
NORBROOK LABORATORIES S.A. (PTY) LTD RSA FPRR

Shelf-life/Rakleeftyd: 24 MONTHS/MAANDE

Date of registration: 20 SEPTEMBER 2002
Datum van registrasie 20 SEPTEMBER 2002
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Registration number/Registrasienommer: 31/2.6/0515
Name of medxcmemaam van medwsyne CALMPOSE TABLETS
Dosage fom/Dosenngsvorm _ TABLET

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

Conditions of reglstratlonN oorwaardes vir regnstrasne
1,2,3,4,5a,6,7

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

_ ManufacmNewaardlger RANBAXY, PAONTA SAHIB INDIA
" RANBAXY, DEWAS INDIA

Packer/V erpakker: RANBAXY, PAONTA SAHIB INDIA
RANBAXY, DEWAS INDIA

Laboratornyaborannum RANBAXY, PAONTA SAHIB INDIA
RANBAXY, DEWAS INDIA'
ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS, HILTON
KHULULEKANI LABORATORY SERVICES, MIDRAND
RANBAXY, CENTURION RSA

Shelf-life/Rakleeftyd: 36 months/maande |

" Date of registration: 25 SEPTEMBER 2002
Datum van registrasie 25 SEPTEMBER 2002
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_ Regisfrafion numberfRegistrasienommer: 32/20.1.1/0444

’ Name of medicine/Naam van medisyne: RALCLOR GRANULES FOR
ORAL SUSPENSION 250 mg/5 ml

4 Dosage formmosenngsvorm SUSPENSION/SUSPENSIE

> ; 'Actlve ingredients/Aktiewe bestanddele:
" “EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
' CEFACLOR EQUIVALENT TO CEFACLOR ANHYDROUS ... 250,0 mg

' Conchtlons of reglstratmnN oorwaardes vir reglstrasw
0 1,2,3,4,6,7

- Applicant/Applikant: RANBAXY (SA) (PTY) LTD
" Manufacturer/Vervaardiger: RANBAXY, DEWAS INDIA
Packer/Verpakker: ~~ RANBAXY, DEWAS INDIA

Laboratornyaboratonum RANBAXY, DEWAS INDIA

: ALLIANCE PHARMA, VILLAGE MAIN RSA
BIOCHEMICAL & SCIENTIFIC CONSULTANTS, HILTON
KHULULEKANI LABORATORY SERVICES, MIDRAND
RANBAXY, CENTURION RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 25 SEPTEMBER 2002
' Datum van registrasie: 25 SEPTEMBER 2002
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Registration number/Registrasienommer: 32/20.1.1/0445 .

Name of medicine/Naam van medisyne: RALCLOR GRANULES FOR
ORAL SUSPENSION 375 mg/5 ml

Dosage form/Doseringsvorm: SUSPENSION!SUSPENSIE

Active mgredxents/Aktlewe bestanddele: '

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIB BEVAT
CEFACLOR EQUIVALENT TO CEFACLOR ANHYDROUS 375 0 mg

Conditions of registration/V. oorwaardes vir reglstx'asne
1,2,3,4,6,7

Apphcant:’Appllkant RANBAXY (SA) (PTY) LTD
ManufacturerNervaardlger RANBAXY DEWAS INDIA
PackerNerpakker 8 RANBAXY DEWAS INDIA
Laboratory/Laboratorium: RANBAXY DEWAS INDIA
: ~ ALLIANCE PHARMA,; VILLAGE MAIN RSA S I
BIOCHEMICAL & SCIENTIFIC CONSULTANTS I-[[LTON_ e
KHULULEKANI LABORATORY SERVICES, MIDRAND
RANBAXY, CENTURION RSA TR,
Shelf- llfefRakleeﬁyd 24 months/maande

Date of reglstratlon 25 SEPTEMBER 2002
Datum van registrasie 25 SEPTEMBER 2002




e
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Registration number/Registrasienommer: 33/19/0059

Name of medicine/Naam van medisyne: PROPESS

Dosage fonnfDoseringsvonﬁ' ' PESSARIES/VAGINALE SETPILLE
Active mgredientszktlewe bestanddele

EACH PESSARY CONTAINS/ELKE PESSARIUM BEVAT
DINOPROSTONE ... 10,0 mg

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

Applicant/Applikant: =~ FERRING (PTY) LTD
ManufacturerNervaardlger CONTROLLED TI-IERAPEUTICS SCOTLAN'D

Packer/Verpakker: CONTROLLED THERAPEUTICS SCOTLAND
' . FERRING AB, MALMO SWEDEN :

Laboratory/Laboratorium: CONTROLLED THERAPEUTICS, S’COTLAND.UNK'
FERRING AB, MALMO SWEDEN
FERRING, KEMPTON PARK RSA
Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 25 SEPTEMBER 2002
Datum van registrasie 25 SEPTEMBER 2002
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Registration number/Registrasienommer: 32/22.1.4/0727

Name of medicine/Naam van medisyne: CAL-D-VITA EFFERVESCENT
DoSage form/Doseringsvorm: "TABLET

Active ingredients/Aktiewe bestanddele:

EACH EFFERVESCENT TABLET CONTAINS!ELKE BRUISTABLET:
CALCIUM CARBONATE EQUIVALENT TO CALCIUM ... 600,0 mg
VITAMIN D ... 440,0 i.u. .

Conditions of registrationN oorwaardes vir regisn'asie:
1,2,3,4,6,7

AppiicantlApplikant' ROCHE PRODUCTS (PTY) LTD
ManufacturerNervaardlger LABORATORIES ROCHE NICHOLAS 'GAILLARD
Packer/Verpakker: : LABORATORIES ROCHE NICHOLAS, GAILLARD

* Laboratory/Laboratorium: LABORATORIES ROCHE NICHOLAS, GAILLARD
-~~~ ROCHE,ISANDORSA |

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 25 SEPTEMBER 2002
Datum van registrasie 25 SEPTEMBER 2002
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Dog ate your Gazette?
... read it online

www. gl (3Ze({e5co.za

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

Easily accessible through the www! ;

- Government Gazettes - from January 1994

- 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.
Offers Bill Tracker - complementing the SA Gazettes products.

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

Sabipet
y

Tel: (012) 643-9500, Fax: (012) 663-3543, Toll free: 0800 11 8595, e-mall: corporate@sabinet.co.za, www. http:/fcorporate.sabinet.co.za
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Boohing:fov Sach oupiuisncl s of i dason o

The National Library of SA has them!

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

National Library of SA, Pretoria Division

PO Box 397 '

0001 PRETORIA

Tel.:(012) 321-8931, Fax: (012) 325-5984
 E-mail: infodesk@nlsa.ac.za '

S

O o% o
A X g X g Xg

. Sowk is ouw lopies s wid dines ity vae, di
 Staalskoerant en Provinidiale Koeranie?

Die Nasionale Biblioteek van SA het hulle!

Met ons hoef u nie te sukkel om inligting te bekom nie ...

Nasionale Biblioteek van SA, Pretoria Divisie
Posbus 397 - :

0001 PRETORIA

Tel.:(012) 321-8931, Faks: (012) 325-5984

- E—pos mfodesk@n!sa ac.za - 5 -




88 No. 24099 : _ GOVERNMENT GAZETTE, 6 DECEMBER 2002

N

Printed by and obtainable from the Government Printer, Bosman Street, Private Bag X85, Pretoria, 0001
‘Publications: Tel: (012) 334-4508, 334-4509, 334-4510
Advertisements: Tel: (012) 334-4673, 334-4674, 334-4504 .
Subscriptions: Tel: (012) 334-4735, 334-4736, 334-4737
Cape Town Branch: Tel: (021) 465-7531

Gedruk deur en verkrygbaar by die Staatsdrukker, Bosmanstraat, Privaatsak X85, Pretoria, 0001
Publikasies: Tel: (012) 334-4508, 334-4509, 334-4510
Advertensies: Tel: (012) 334-4673, 334-4674, 334-4504
Subskripsies: Tel: (012) 334-4735, 334-4736, 334-4737
Kaapstad-tak: Tel: (021) 465-7531

24099—1



