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STAATSKOERANT; 9 OKTOBER 2001 No. 22727 3

NOTICE 2110 OF 2001
DEPARTMENT OF HEALTH
MEDICINES AND RELATED SUBSTANCES CONTROL ACT, 1965 (ACT No. 101 OF 1965)
REGISTRATION OF MEDICINES

It is hereby notified in terms of section 17 of the Medicines and Related Substances Control Act, 1965
(Act No. 101 of 1965), that the Registrar of Medlcmes with the approval of the Medicines Control Council
established by section 2 of the said Act, has | reg tered the following medicines described in the
Schedule hereto: -

The undermentioned Conditions of Reglstratigbn f Medicines applies to the medicines following:

Conditions of reglstrat:on ,
1a. An acceptable standard of Good Manufactu ing Practice must be maintained in the place of
manufacture.

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

2. The applicant must comply with all the Iegslétl requirements of the Medicines and Related Substances
Control Act, 1965 (Act No. 101 of 1965). |
3. The registration of this product shall be subj ct 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. |

5a. The first two production lots must be fu!ly alidated 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 Iocaliy anufactured products must be validated.

5¢c. The first two production lots after reglstr tion must be validated, unless this documentation is
available.

5d. The first two production lots must be valld ted. :

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

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

7. The registration dossier is subject to rev: w 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 manufacturer. ]

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

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

10. The product may be advertised to the rofessions only.

11. One sample of every lot, together wn four copies of the protocols for testing of the bulk lot and
filling lot, be submitted to Council for lgt 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 rhan factured, be submitted to Council for lot releasing purposes.

13. The expiry date allocated shall be odified by adding to a statement that the virus strains are
currently recommended for Soutn 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 2110 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 medlsyne S00S in
die Bylae hiervan omskryf, geregistreer het:

Die onderstaande Voorwaardes vir Registrasie van Medlsyne is van toepassmg op die
hiernagemelde medisyne:

Voorwaardes vir registrasie: - :

1a. ’n Aanvaarbare standaard van Goeie Vervaardlgmgspraktyk moet by dle plek van vervaardlglng
gehandhaaf word.

- 1b. Die applikant sal verseker dat die medisyne vervaardig en beheer word in terme van hundlge Goeie

Vervaardigingspraktyk soos bepaal deur die Medlsynebeheerraad

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

3. Die registrasie van die produk is onderhewig aan herS|en|ng elke drie jaar.

4. Die inligting in die voubiljet moet op 'n gereelde baS|s opgedateer word i in obreensternmlng met 'n
voubiljet onlangs deur die Raad goedgekeur.

5a. Die eerste twee produksielotte moet ten volle gevaildeer word en die volle besonderhede van
die voorgestelde prosesvalidasieprogram wat gevolg gaan word deur die Applikant enfof dle
vervaardiger moet ingedien word.

Sb. Die eerste twee produksielotte van die plaaslik vervaardlgde produk moet gevalldeer word.

5c. Die eerste twee produksielotte na registrasie moet gevalideer word, tensy die dokumentasne
beskikbaar is.

5d. Die eerste twee produksielotte moet gevalldeer 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 mspeks:es
deur inspekteurs om die nakoming van Goeie Vervaardngmgspraktyke te bepaal.

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

8a. ’'n Na-registrasie-inspeksie moet op die eerste pr_oéiuksmlot van die plaaslik vervaardlgde produk
uitgevoer word. b

8b. ’'n Na-registrasie-inspeksie moet op die eerste produksnelot van elke plaashke vervaardlger
uitgevoer word. :

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

9. Bemarking van die produk mag slegs 'n aanvang neem nadat ‘n bevredlgende na- reglstraS|e-
inspeksieverslag gedien het. .

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

11. Een monster van elke lot moet tesame met vier kopieé van die protokolle vir die toets van die finale
lot en die vullot ingedien word by die Raad vir Iotvryste[lmgsdoe!elndes !

12. Een monster van elke lot moet tesame met ses: kopie& van die protokolle vir die toets van die
finale lot en die vullot sowel as ses kopieé van de vrystellingsertifikaat wat uitgereik is deur die
verantwoordelike beheerliggaam in die land waar dte produk vervaardlg word mgedlen word by die
Raad vir lotvrystellingsdoeleindes.

13. Die vervaldatum toegeken moet verander word deiur n toegevoegde stellmg dat dle wrusstamme
wat tans aanbeveel word vir Suid- Afrikaanse gebruuk is vir die gespesnfiseerde Jaar

14. Die stamme van die oorspronklike saadwrusse moet elke jaar deur die Departement van
Gesondheid goedgekeur word.




::."}SCHEDU'_;I_-E « BYLAE

Regtstramn nﬂmber/Reg:su'as:enommer 31!2 9:‘0647

Name of medlcmefNaam van medlsync TRAMAL SR 150 MG

Dosage mevDosenngsvonn TABLET

Actwe ingredients/Aktiewe bestanddele:
.. EACH TABLET CONTAINS/ELKE TABLET BEVAT :
TRAMADOL HYDROCI-H..OR.IDE .. 150,0mg

Condmons of reglstratioanoorwaardes vir registrasie:

12,3467

AppllcautlApphkant

; -' JANSSEN PHARMACEUTICA (PTY) LTD :

ManufacmrerNervaardlget GRUNENTHAL, STOLBERG, GERMANY
-..Pac_I;:gr{_Yerpakk;r. :

}.,aborator}ﬂ..aboratonum

- GRUNENTHAL, STOLBERG, GERMANY
JANSSEN PHARMACEUT[CA HA.LFWAY HOUSE RSA

|GRUNENTHAL, STOLBERG, GERMANY
FANSSEN-PHARMACEUTICA, HALEWAY HOIJSE RSA

Registration number/Registrasienommer:  31/2.9/0646 _
Name of medicine/Naam van medisyne: TRAMAL SR 100 MG "
Dosage form/Doseringsvorm: TABLET

Aétivc mgredicuts/AIctiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT :
TRAMADOL HYDROCHLORIDE ... 100,0 mg

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

Applicant/Applikant JANSSEN PHARMACEUTICA (PTY) LTD

ManufacturcrNervaardlgcr GRUNENTHAL, STOLBERG, GERMANY

PaékerNelpakken © GRUNENTFIAL, STOLBERG, GERMANY
| JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Lgboréto’nglaboi‘atorium:' GRUNENTHAL, STOLBERG GERM.ANY

':"Sheif-lifemakleeﬁ'ya- o

Datc of reglstranon
Darum van, registra.sze

E : 24 months/maande

03 SEPTEMBER 2001
03 SEPTEMBER 2001

TANSSEN PHARMACEUTICA, HALFWAY HOUSERSA

Shelf-life/Rakleeftyd: * 24 months/maande
Date of registration: 03 SEPTEMBER 2001

- Datum van registrasie 03 SEPTEMBER 2001

002 H3801AG 6 ANYHIONSIVVLS
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Registration number/Registrasienommer: T/30.2/745

Name of medicine/Naam van medisyne: MEASLEGAM IM
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 2,0 ml SOLUTION CONTAINS/ELKE 2,0 m! OPLOSSING BEVAT:
HUMAN ANTIMEASLES IMMUNOGLOBULIN

TITRE EGQUAL TO OR MORE THAN ... 1:640

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant NATAL BIOPRODUCTS INSTITUTE -

Manufacturer/V ervaard.lgcr NATAL BIOPRODUCTS INSTITUTE, PINETOWN RSA
Packer/Verpakker: NATAL BIOPRODUCT S ]NSTTTUTE, PINETOWN RSA

Laboratory/Laboratorium:  NATAL BIOPRODUCTS INSTITUTE, PINETOWN RSA
NATIONAL CONTROL LAB (NCL) BLOEMFONTEIN, RSA
Shelf-life/Raklecftyd: 36 months/maande

03 SEPTEMBER 2001
03 SEPTEMBER 2001

Date of registration:
Datum van registrasie

Registration number/Registrasienommer: 31/2.9/0648

Name of medicine/Naam van medisyne: TRAMAL SR 200 MG
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT;
TRAMADOL HYDROCHLORIDE ... 200,0 mg

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD
Manufactuter/Vervaardiger: GRUNENTHAL, STOLBERG, GERMANY

Packer/Verpakker: GRUNENTHAL, STOLBERG, GERMANY

JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Laboratory/Laboratorium: GRUNENTHAL, STOLBERG, GERMANY
JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA
Shelf-life/Rakleeftyd: 24 morxthsfmaande

03 SEPTEMBER 2001
' 03 SEPTEMBER 2001

Date of registration:
Datum van registrasie

1gl22 'ON 9.,
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Registration number/Registrasienommer:  34/34/0128

Name of medicine/Naam van medisyne: REBETRON

Registration number/Registrasienommer:  33/34/0158

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

Dosage form/Doseringsvorm: COMBINATION OF DOSAGE FORMS Dosage form/Doseringsvorm: OIL/OLIE

Active ingredients/Aktiewe bestanddele:
EACH 0,2 ml SOLUTION CONTAINS/ELKE 0,2 ml OPLOSSING BEVAT:

Active ingredients/Aktiewe bestanddele:
EACH 100,0 ml OIL CONTAINS/ELKE 100,0 m] OLIE BEVAT:

INTERFERON ALFA 2-b ... 3 million iv TURPENTINE OIL .... 100,0 ml

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT

RIBAVIRIN ... 200,0 mg

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

Conditions of registration/Voorwaardes vir registrasie: Applicant/Applikant: BARRS PHARMACEUTICAL INDUSTRIES CC

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

" Applicant/Applikant:

T g S e Manufacturer/Vervaardiger: BARRS PHARM INDUSTRIES, OBSERVATORY RSA
'SCHERING-PLOUGH (PTY) LTD S ek e

Datum van registrasie

L Lel2g 'ON

3}
2
o ;
- ] _ Packer/Verpakker: BARRS PHARM INDUSTRIES, OBSERVATORY RSA e
" Manufacturer/Vervaardiger: SCHERING-PLOUGH, INNISHANNON IRELAND iR i
SCHERING-PLOUGH, LAS PIEDRAS PUERTO RICO-——— — —— Laboratery/Laboratorium: _ BARRS PHARM INDUSTRIES, OBSERVATORY RSA z
- . . ) T e e, -H____
" “Packer/Verpakker: SCHERING-PLOUGH, INNISHANNON IRELAND —Shelf-lifeRakleefiyd———24-months/maande ©
] . SCHERING-PLOUGH; LAS PIEDRAS PUERTO RICO 9]
SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM Date of registration: 05 SEPTEMBER 2001 5
o o SCHERING-PLOUGH, ISANDO RSA Datum van registrasie 05 SEPTEMBER 2001 8
Laboratory/Laboratorium:  SCHERING-PLOUGH, INNISHANNON IRELAND T
o ' 'SCHERING-PLOUGH, LAS PIEDRAS PUERTO RICO N
SCHERING-PLOUGH, ISANDO RSA o
Shelf-life/Raklecftyd: 15 months/maande
Date of registration: 01 AUGUST 2001
01 AUGUSTUS 2001



Rf,gistré.tion number/Registrasienommer: 33/34/0524
Name of medicine/Naam van medisyne: NIQUITIN CQ 14 mg

TRANSDERMAL THERAPEUTIC SYSTEM
TRANSDERMALE TERAPEUTIESE SISTEEM

Dosage form/Doseringsvorm:

Active ingredients/Aktiewe bestanddele:
EACH 15 cm®> PATCH CONTAINS/ELKE 15 cm® PLAKKER BEVAT:
NICOTINE ... 78,0 mg

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

Applicant/Applikant: GROUP LABORATORIES SA (PTY) LTD
‘Manufacturer/Vervaardiger: ALZA CORPORATION, VACAVILLE USA

‘Packer/Verpakker: ALZA CORPORATION, VACAVILLE USA

SMITHKLINE BEECHAM, EPPING RSA

Laboratory/Laboratorium: ALZA CORPORATI.ON, VACAVILLE USA
SMITHKLINE BEECHAM, EPPING RSA

Shelf-life/Rakleeftyd: 30 months/maande
Date of registration: 01 AUGUST 2001
01 AUGUSTUS 2001

Datum van registrasie

- Applicant/Applikant:

Registration number/Registrasienommer; 33/34/0523
Name of medicine/Naam van medisyne: NIQUITIN CQ 7 mg

TRANSDERMAL THERAPEUTIC SYSTEM

Dosage form/Doseringsvorm:
TRANSDERMALE TERAPEUTIESE SISTEEM

Active ingredients/Aktiewe bestanddele:
EACH 7 cm® PATCH CONTAINS/ELKE 7 cm®* PLAKKER BEVAT:
NICOTINE ... 36,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a3,6,7

GROUP LABORATORIES SA (PTY) LTD
Manufacturer/Vervaardiger: ALZA CORPORATION, VACAVILLE USA

ALZA CORPORATION, VACAVILLE USA
SMITHKLINE BEECHAM, EPPING RSA

Packer/Verpakker:
Laboratory/Laboratorium: ALZA CORPORATION, VACAVILLE USA

SMITHKLINE BEECHAM, EPPING RSA
Sheif-life/Rakleeftyd: 30 months/maande

01 AUGUST 2001
01 AUGUSTUS 2001

Date of registration:
Datum van registrasie

Lglee '6N 8
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Registration number/Registrasienommer: 34/15.4/0037
Name of medicine/Naam van medisyne: EMADINE
Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 mi OPLOSSING NBEVBAT:

EMEDASTINE DIFUMARATE EQUIVALENT TO
EMEDASTINE ... 0,5 mg

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

Manufacturer/Vervaardiger: ALCON-COUVREUR, PUURS BELGIUM

Registration number/Registrasienommer:  33/34/0525
Name of medicine/Naam van medisyne: NIQUITIN CQ 21 mg

TRANSDERMAL THERAPEUTIC SYSTEM
TRANSDERMALE TERAPEUTIESE SISTEEM

Dosage form/Doseringsvorm:

Active ingredients/Aktiewe bestanddele:
EACH 22 cm® PATCH CONTAINS/ELKE 22 cm® PLAKKER BEVAT:
NICOTINE ... 114,0 mg

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

Applicant/ Applikant: GROUP LABORATORIES SA (PTY) LTD
Manufacturer/Vervaardiger: ALZA CORPORATION, VACAVILLE USA

Packer/Verpakker: ALZA CORPORATION, VACAVILLE USA
~———————— SMITHKLINE BEECHAM, EPPING RSA

" Packer/Verpakker, — — ALCON-COUVREUR,PUURS BELGIUM
Laboratory/Laboratorium: ~ ALCON-COUVREUR, PUURS BELGIUM
. ALCON, RANDBURG RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registfation: 01 AUGUST 2001
Datum van registrasie 01 AUGUSTUS 2001

Laborafory/Laboraoriont—ALZA-CORPORATION, VACAVILLE USA

SMITHKLINE BEECHAM, EPPING RSA
Shelf-life/Rakleeftyd: 30 months/maande '

01 AUGUST 2001
01 AUGUSTUS 2001

Date of registration:
Datum van registrasie

1002 HIFOLA 6 ‘INVHIONSIVVLS
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Registration number/Registrasiecnommer: 34/34/0329

Name of medicine/Naam van medisyne: NICORETTE INHALER
Dosage form/Doseringsvorm: INHALER/INHALEERDER
Active ingredients/Aktiewe bestanddele:

EACH CARTRIDGE CONTAINS/ELKE KASET BEVAT:
NICOTINE ... 10,0 mg :

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

Applicant/Applikant: PHARMACIA & UPJOHN (PTY) LTD
Manufacturer/Vervaardiger: PHARMACIA & UPJOHN, HELSINBORG SWEDEN
Packer/Verpakker: PHARMACIA & UPJOHN, HELSINBORG SWEDEN
Laboratory/Laboratorium: PHARMACIA & UPJOHN, HELSINBORG SWEDEN
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA '
_ PHARMACIA & UPJOHN, MIDRAND RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 01 AUGUST 2001
Datum van registrasie 01 AUGUSTUS 2001

Registration number/Registrasienommer: 33/2.7/0435

Name of medicine/Naam van medisyne: VARIPAN 500 MG TABLET
Dosage form/Doseringsvorm: TABLET

Active ingredients/Akticwe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
PARACETAMOL ... 500,0 mg

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

Applicant/Applikant: DANENE PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: VARICHEM LABORATORIES,HARARE, ZIMBABWE
Packer/Verpakker: VARICHEM LABORATORIES HARARE, ZIMBABWE
Laboratory/Laboratorium: VARICHEM LABORATORIES HARARE, ZIMBABWE
RESEARCH INSTITUTE FOR INDUSTRIAL PHARMACY,
POTCHEFSTROOM
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA
DANENE PHARMACEUTICALS, PTA RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 01 AUGUST 2001
Datum van registrasie 01 AUGUSTUS 2001

L2L22 'ON 0L
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Registration number/Registrasienommer; 34/20.1.1/0111

Name of medicine/Naam van medisyne: SCHEIN CEFUROXIME 750 MG

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe

bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
CEFUROXIME SODIUM EQUIVALENT TO
CEFUROXIME ... 750,0 mg

Conditions of reglstra.tlon!Voorwaardﬁ vir registrasie:

12345a.,67

Apphm._tmpphkant- R

Manufacturer/Vervaardiger:

—___ Packer/Verpakker:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasic

- TRIOMED (PTY) LTD

MARSAM PHARMACEUTICALS INC, NEW JERSEY USA
__ MARSAM PHA_RMACEUTICALS [NC NEW JERSEY USA

PHARMACEUTICALS INC, NEW JERSEY USA

Registration number/Registrasienommer: 34/20.1.1/0112

Name of medicine/Naam van medisyne: SCHEIN CEFUROXIME 1,5 G
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :

CEFUROXIME SODIUM EQUIVALENT TO

CEFUROXIME ..15g

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

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 U

INSTITUTE FOR PHARM & CHEM bERVlLl:.
TECHNIKON PRETORIA RSA
TRIOMED, DURBANVILLE RSA

. 24 months/maande

02 AUGUST 2001
02 AUGUSTUS 2001

INSTITUTE FOR PHARM & CHEM SERVICE, TECHNIKON

PRETORIA RSA
TRIOMED, DURBANVILLE RSA

Shelf-life/Raklecftyd: 24 months/maande

Date of registration: 01 AUGUST 2001
Datum van registrasie: 01 AUGUSTUS 2001

L00Z H3FOIQ 6 LINVHIONSIVVLS
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Registration number/Registrasienommer: 34/3.1/0189

Name of medicine/Naam van medisyne: MOBIC SUSPENSION 7,5 mg/5 ml

Dosage form/Doseringsvorm:

SUSPENSION/SUSPENSIE

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

MELOXICAM ... 7,5 mg

Condltlons of rcglstranonNoorwaardes vir registrasie:

l2345a,6,?

Applica_n_thpplikant:

INGELHEIM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, BIBERACH AN DER RISS

Packer/Verpakker:
Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van reglstrasle _

GERMANY

_ ROXANE LABORATORIES INC, OHIO USA

BOEHRINGER INGELHEIM, BIBERACH AN DER RISS

GERMANY
ROXANE LABORATORIES INC, OHIO USA

BOEHRINGER INGELHEIM, BIBERACH AN DER RISS
GERMANY _

ROXANE LABORATORIES INC, OHIO USA
HOECHST MARION ROUSSEL, WALTLOO RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA

24 months/maande

02 AUGUST 2001

02 AUGUSTUS 2001

Registration number/Registrasienommer: 34/7.1.3/0441
Name of medicine/Naam van medisyne: CO-DIOVAN 160
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

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

VALSARTAN ... 160,0 mg

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

Applicant/Applikant:

Manufacturer/Vervaardiger: NOVARTIS, STEIN SWITZERLAND

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

Laboratory/Laboratorium: NOVARTIS, STEIN SWITZERLAND
NOVARTIS, SPARTAN KEMPTON PARK RSA
INSPECTORATE M & L, ORMONDE RSA

Shelf-life/Rakleeftyd: © 24 months/maande

Date of registration: 02 AUGUST 2001
Datum van registrasie 02 AUGUSTUS 2001

NOVARTIS SOUTH AFRICA (PTY) LTD

1002 H38OL00 6 ‘ILLTIZVD INJWNYINOD
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Registration number/Registrasienommer: 34/5.3/0203
Name of medicine/Naam van medisyne: REMINYL 8 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

- EACH TABLET CONTAINS/ELKE TABLET BEVAT:
GALANTAMINE HYDROBROMTDE EQUIVALENT TO
GALANT AMINE ... 8,0 mg

. COI’IdlthI’I.S of mglstrauonN oorwaardes vir regnstrasxe
©71,273.4.5a.6,7 -

Applicant/Applikant:  JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: 'J_ANSSEN-CILAG, LATINA ITALY

~ — Packer/Verpakker:— — — - JANSSEN PHARMACEUTICA, HALFWAY
: HOUSE RSA

—FANSSEN-PHARMACEUTICA NV BEERSE

* 'BELGIUM

Registration number/Registrasienommer: 34/5.3/0202
Name of medicine/Naam van medisyne: REMINYL 4 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

GALANTAMINE HYDROBROMIDE EQUIVALENT TO
GALANTAMINE ... 4,0 mg

. Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,5,6,7
Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: - JANSSEN-CILAG, LATINA ITALY

Packer/Verpakker: JANSSEN PHARMACEUTICA NV

——— ——__ BEERSE BELGIUM

JANSSEN PHARMACEUTICA,

Laboratory/Laboratorium: JANSSEN-CILAG, LATINA ITALY .
 JANSSEN PHARMACEUTICA, HALFWAY

'HOUSE RSA
Shelf-life/Rakleeftyd: 24 months/maande
. Date of registration: 03 AUGUST 2001
Datum van registrasie 03 AUGUSTUS 2001

HALEWAY HOUSE RSA
Laboratory/Laboratorium: JANSSEN-CILAG, LATINA ITALY

JANSSEN PHARMACEUTICA,

HALFWAY HOUSE RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 03 AUGUST 2001
Datum van registrasic 03 AUGUSTUS 2001

L00Z H3801M0 6 .'.I.;NVHEIO)!S.LW.LS.
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Registration number/Registrasienommer: 34/26/0226

Name of medicine/Naam van medisyne: P&U METHOTREXATE CSV 1000 mg/10 m!

Dosage form/Doseringsvorm:

INJECTION
INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT:
METHOTREXATE ... 100,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,53,6,7
‘Applicant/Applikant:
mmrfvaﬁaardiger:
Packer/Verpakker: .

Laboratory/Laboratorium:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

--PHARMACIA & UPJOHN (PTY) LTD

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
PHARMACIA & UPJOHN, BENTLEY AUSTRALIA

PHARMACIA & UPJOHN, BENTLEY AUSTRALIA
KHULULEKANI LABORATORY SERVICES,
MIDRAND RSA

SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIA RSA

PHARMACIA & UPJOHN, MIDRAND RSA

24 months/maande

06 AUGUST 2001
06 AUGUSTUS 2001

Registration number/Registrasienommer: 34/5.3/0204
Name of medicine/Naam van medisyne: REMINYL 12 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
GALANTAMINE HYDROBROMIDE EQUIVALENT TO
GALANTAMINE ... 12.0mg

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD

Manufacturer/Vervaardiger: JANSSEN-CILAG, LATINA ITALY

Packer/Verpakker:
HOUSE RSA

JANSSEN PHARMACEUTICA NV, BEERSE

BELGIUM

Laboratory/Laboratorium:  JANSSEN-CILAG, LATINA ITALY
JANSSEN PHARMACEUTICA, HALFWAY

HOUSE RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 03 AUGUST 2001
Datum van registrasic 03 AUGUSTUS 2001

18/22 'OoN ¥

JANSSEN PHARMACEUTICA, HALFWAY
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Registration number/Registrasienommer: 33/21.10/0522

Name of medicine/Naam van medisyne: GONAL-F 150

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH AMPOULE CONTAINS/ELKE AMPUUL BEVAT:

FOLLITROPIN ALFA ..

150,0 iu

Conditions of registration/Voorwaardes vir registrasie:

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

Applicant/Applikant:.

Manufacturer/Vervaardiger: INDUSTRJ.A FARMACEUTICA SERONO, BARI ITALY

— Packer/Verpakker:

Shelf-life/Rakleeftyd:

Date of registration:
Datum van registrasie

SERONO SOUTH AFRICA (PTY)LTD

TNDUSTR].A FARMACEUTICA SERONO, BARIITALY

Registration number/Registrasienommer:  33/21.10/0521

Name of medicine/Naam van medisyne: GONAL-F 75

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

EACH AMPOULE CONTAINS/ELKE AMPUUL BEVAT:
FOLLITROPIN ALFA ... 75.0iu

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,52,6,7

Applicant/Applikant: SERONO SOUTH AFRICA (PTY)LTD
Manufacturer/Vervaardiger: INDUSTRIA FARMACEUTICA SERONO, BARI ITALY
Packer/Verpakker: INDUSTRIA FARMACEUTICA SERONO. BARI ITALY

~ Laboratory/Laboratorium: — INDUSTRIA- FARMACEUTICA SERONO. BARI ITALY

SERONO SOUTH AFRICA. CENTURION RSA

24 months/maande

15 AUGUST 2001
15 AUGUSTUS 2001

Shelf-life/Rakleetivd: 24 months/maande
Date of registration: 13 AUGUST 2001
Datum van registrasie 15 AUGUSTUS 2001

100Z HIFOMO 6 ‘llhvuaoxswﬂs
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Repgistration number/Registrasienommer: 32/11.4.3/0375

Name of medicine/Naam van medisyne: BE-TABS RANITIDINE 150mg TABLETS

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
RANITIDINE HYDROCHLORIDE EQUIVALENT TO
RANITIDINE ... 150,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3;4.6,7
Applicant/Applikant: BE-TABS PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: CADILA, AHMEDABAD INDIA

Packer/Verpakker: CADILA, AHMEDABAD INDIA

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

Shelf-life/Raklceﬁyd: 24 months/maande

Date of registration: 16 AUGUST 2001

Datum van registrasie 16 AUGUSTUS 2001

Applicant/Applikant:

Registration number/Registrasienommer:  32/20.2.8/0257

Name of medicine/Naam van medisyne: PHARMACARE-ACYCLOVIR 250 MG
Dosage form/Doseringsvorm: POWDER/POEIER
Active ingredients/Aktiewe bestanddele:

EACH 20,0 ml VIAL CONTAINS/ELKE 20,0 ml FLESSIE BEVAT:
ACICLOVIR ... 250,0 mg

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

PHARMACARE LIMITED

Manufacturer/Vervaardiger: DR MADAUS GmbH, WASSERBURG, GERMANY
Packer/Verpakker: DR MADAUS GmbH, WASSERBURG, GERMANY
Laboratory/Laboratorium: DR MADAUS GmbH, WASSERBURG, GERMANY

INTRAMED, PORT ELIZABETH RSA RSA
PHARMACARE LTD, PORT ELIZABETH, RSA

Shelf-]ife!Rakleeﬁyd: 24 months/maande
Date of registration: 16 AUGUST 2001
Datum van registrasie 16 AUGUSTUS 2001

l2/22 'ON 9L
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Registration number/Registrasienommer:  33/10.2.2/0010
Name of medicine/Naam van medisyne:  ACCOLATE 20
Dosage form/Doseringsvorm: TABLET

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

ZAFIRLUKAST ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/ Applikant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: ASTRAZENECA, REIMS CEDEX 2, FRANCE
ASTRAZENECA, CHESHIRE UK

Packer/Verpakker: ASTRAZENECA, CHESHIRE UK
ASTRAZENECA, ALBERTON RSA

~ —————————JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

~Laborarory/Laboratorium: —ASTRAZENECA, REIMS CEDEX 2, FRANCE
ASTRAZENECA, CHESHIRE UK

Registration number/Registrasienommer: 32/11.4.3/0376 .
Name of medicine/Naam van medisyne: BE-TABS RANITIDINE 300mg TABLETS

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

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
RANITIDINE HYDROCHLORIDE EQUIVALENT TO
RANITIDINE ... 300,0 mg

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

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

Manufacturer/Vervaardiger: CADILA, AHMEDABAD INDIA

Packer/Verpakker: CADIL.& AHMEDABAD INDIA

Laboratory/Laboratorium: ~ CADILA, AHMEDABAD INDIA ————————

ANALYTICON, KEMPTON PARK RSA
ASTRAZENECA, ALBERTON RSA

COVANCE, NORTH YORKSHIRE UK

JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 27 August 2001 _
Datum van registrasie 27 AUGUSTUS 2001

BE-TABS PHARMACEUTICALS,
ROODEPOORT RSA
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 16 AUGUST 2001
Datum van registrasie 16 AUGUSTUS 2001
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Registration number/Registrasienommer: 33/1.2/0336

Name of medicine/Naam van medisyne: BIO-CLOMIPRAMINE HYDROCHLORIDE 25

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
CLOMIPRAMINE HYDROCHLORIDE ... 25,0 mg

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

Apphcammpphkam; BIOTECH LABORATORIES (PTY) LTD
Manufacturer/Vervaardiger: TARO PHARMACEUTICAL, HAIFA, ISRAEL

Packer/Verpakker: TARO PHARMACEUTICAL, HAIFA, ISRAEL
WRAPSA, CENTURION RSA

Laboratory/Laboratorium: TARO PHARMACEUTICAL, HAIFA, ISRAEL
WRAPSA, CENTURION RSA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA

_ 2 - BIOTECH LAB, MIDRAND RSA

Shelf-life/Rakleeftvd: 24 months/maande

Date of registraﬁph: 28 AUGUST 2001

Datum van registrasie 28 AUGUSTUS 2001

Registration number/Registrasienommer:  33/20.1.1/0269

Name of medicine/Naam van medisyne: AZEE

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
AZITHROMYCIN DIHYDRATE EQUIVALENT TO
AZITHROMYCIN ... 250,0 mg

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

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD
Manufacturer/Vervaardiger: CIPLA, MUMBAI INDIA
Packer/Verpakker: CIPLA, MUMBAI INDIA

Laboratory/Laboratorium: ~ CIPLA, MUMBAI INDIA
CIPLA-MEDPRO, ROSENPARK RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 28 AUGUST 2001
Datum van registrasie 28 AUGUSTUS 2001

LcleZ ON 8L
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Registration number/Registrasienommer: ~ 33/1.2/0338

Name of medicine/Naam van medisyne: ~ BIO-CLOMIPRAMINE
HYDROCHLORIDE 75

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
CLOMIPRAMINE HYDROCHLORIDE ... 75,0 mg

Conditions of registration/Voorwaardes vir rcgiétrasic:

Applicant/Applikant: BIOTECH LABORATORIES (PTY) LTD

Ma.nuﬁ.cm:erNervaardigcr‘ TARO PHAR.MACEUT[CAL HAIFA, ISRAEL

Registration number/Registrasienommer: 33/1,2/0337

Name of medicine/Naam van medisyne: BIO-CLOMIPRAMINE
HYDROCHLORIDE 50

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
CLOMIPRAMINE HYDROCHLORIDE ... 50,0 mg

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

Applicant/Applikant: BIOTECH LABORATORIES (PTY) LTD
Manufacturer/Vervaardiger; TARO PHARMACEUTICAL, HAIFA ISRAEL

" Packer/Verpakker———— - IARQPHARMACEUTICAL HAIFA, ISRABL
© WRAPSA, CENTURION RSA
" “Taboratory/Laboratorium: - TARO PHARMACEUTICAL, HAIFA, ISRAEL
WRAPSA, CENTURION RSA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
BIOTECH LAB, MIDRAND RSA
i Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 28 AUGUST 2001
_Datum van registrasie . 28 AUGUSTUS 2001

Packer/Verpakker:’ TARO PHARMACEUTICAL, HAIFA,ISRAEL
.~ WRAPSA CENTURIONRSA
—Laberatory/Laboratorium: TARO PHARMA;CEUTICAL HAIFA,ISR.AEL

WRAPSA, CENTURION RSA

INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA

BIOTECH LAB, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 28 AUGUST 2001
Datum van registrasie 28 AUGUSTUS 2001

1002 HIFOLMO 6 ‘LNVHIOMSLVVLS
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Registration numberfReg.istrasienonuner: 95/21/3
Name of medicine/Naam ﬁan medisyne: MENOROX
Dosage form/Doseringsvorm: - _LIQUIDN'LOEISTO_F

Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml LIQUID CONTAINS/ELKE 1,0 ml VLOBISTOF BEVAT .
NORFLOXACIN ... 100,0 mg .
Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,5a,6,7
Applicant/Applikam:  ANCHORPHARM ANIMAL HEALTH (PTY) LTD
Manufacturer/Vervaardiger: NUTEC LTD LINCHFIELD UK

Packer/Verpakker: NUTEC LTD Ll'NCHf TELD UK

Laboratory/Laboratorium: NUTEC LTD LINCHFIELD UK

CONSULTING MICROBIOL LAB, MOREHILL BENONI RSA

KHULULEKANI LABORATORY SERVICES, MIDRAND RSA
LABHOUSE, EPSOM DOWNS, BRYANSTON
ANCHORPHARM ANIMAL HEALTH, BRAMLEY RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 29 AUGUST 2001
29 AUGUSTUS 2001

Datum van rggistrasie

Registration number/Registrasienommer: 32/5.7.1/0680

Name of medicine/Naam van medisyne: LORATYNE EFFERVESCENT
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH EFFERVESCENT TABLET CONTAINS/ELKE BRUISTABLET BEVAT:
LORATADINE ... 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant!App!ikant: SCHERING-PLOUGH (PTY) LTD:

Manufacturer/Vervaardiger: ASTA MEDICA ARZNEIMITTEL GmBH, WOLFSBERG
. AUSTRIA =

SCHERING-PLOUGH, COMAZZO ITALY
SCHERING-—PLOUGH, ISANDO RSA

Packer/Verpakker:

Laboratory/Laboratorium: = ASTA MEDICA ARZNEIMITTEL GmBH, WOLFSBERG
AUSTRIA
SCHERING-PLOUGH, ISANDO RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 29 AUGUST 2001 -
29 AUGUSTUS 2001

Datum van registrasie

L002 HIEOLO0 6 'F113ZVD LNINNHINOD
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Registration number/Registrasienommer: 33/2.6.5/0111

Name of medicine/Naam van medisyne: RISPERDAL 0,5 MG
Dosage formfbose[ingsvonn: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
RISPERIDONE ... 0,5 mg

_ Conditions of peglstmtwnNoorwaardes vir registrasie:
_ I 2 3 4 Sa, 6 7
:“*vAppheant!Apphkant JANSSEN PHARMACEUTICA (PTY) LTD

- Manufacturer/Vervaardiger: JANSSEN-CILAG, LATINA ITALY

Registration number/Registrasienommer: 33/2.6.5/0110 -
Name of medicine/Naam van medisyne: RISPERDAL 0,25 MG
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktidwe bestanddele:
'EACH TABLET CONTAINS/ELKE TABLET BEVAT
RISPERIDONE ... 0,25 mg

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD
ManufacturerN ervaardiger: JANSSEN-CILAG, LATINA ITALY

Packer/Verpakker:

Datum van ;egistrasie 18 JULIE 2001

g
]
%
Packer/Verpakker: - JANSSEN-CILAG, LATINA ITALY JANSSEN-CILAG, LATINA ITALY 10
_ JANSSEN PHARN!ACEUTICA HALFWAY HOUSE RSA JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA g

— ¢ sheratory/Laboratorium: JANSSEN-CILAG. LATINA ITALY " Laboratory/Laboratorium: JANSSEN-CILAG; LATINAITALY- — —— | 2
FPIEE AEL L JANSSEN PHARMACEUTICA, HALF W?'{Y_HOUD RSA JANSSEN PHARMACEUTICA, HALFWAY HOUSE RSA ‘(D
/ ‘Shelf-life/Rakleeftyd: . 24 months/maande Shelf-life/Rakleeftyd: 24 months/maande 3’
© Date 'of tegistration: - *- 18 JULY 2001 Date of registration: “I8JULY 2001 8
Datum van registrasie 18 JULIE 2001 - g
¥
]
9
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Registration number/Registrasienommer:  32/11/0121 _
Name of medicine/Naam van medisyne: SANTIZA 10
Dosage fonm/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

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

Conditions of registration/Voorwaardes vir registrasie:
1.2.3,4, 52,6, 7
Apﬁlic;ﬂdﬁpbliléan't: - BE-TABS PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: CADILA, AHMEDABAD INDIA
Packer/Verpakker: CADILA, AHMEDABAD INDIA

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

Shelf-life/Rakleeftyd:

24 months/maande
Date of registration: 18 JULY 2001
Datum van registrasie 18 JULIE 2001

Registration number/Registrasienommer:  32/11/0120
Name of medicine/Naam van medisyne: SANTIZA 5
Dosage form/Doseringsvorm; TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
CISAPRIDE ... 5,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,5a,6,7
Applicant/Applikant: BE-TABS PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: CADILA, AHMEDABAD INDIA
Pél.ckcrNerpakker: CADILA, AHMEDABAD INDIA

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

24 months/maande

Shelf-life/Rakleeftyd:
Date of registration: 18 JULY 2001
Datum van registrasie 18 JULIE 2001

Lclcc'ON @2
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Registration number/Registrasienommer: 31/20.1.1/0411
Name of medicine/Naam van medisyne: ZOLIN 1000
Dosage form/Doseringsvorm:

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
CEFAZOLIN SODIUM EQUIVALENT TO
CEFAZOLIN ... 1000,0 mg

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

Applicant/Applikant:

ManufacturerN ervaardiger: IBSA, LUGANO SWITZERLAND

INJECTION/INSPUITING

Registration number/Registrasienommer: 29/2.9/0145
Name of medicine/Naam van medisyne: TRAMAL DROPS
Dosage form/Doseringsvorm: DROPS/DRUPPELS

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT:
TRAMADOL HYDROCHLORIDE ... 100,0 mg

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

Applicant/Applikant: JANSSEN PHARMACEUTICA (PTY) LTD

COMPU PHARMACEUTICAL PRODUCTS LTD

Manufacturer/Vervaardiger: GRUNENTHAL, STOLBERG, GERMANY

GRUNENTHAL, STOLBERG, GERMANY

Packer/Verpakker:
—PaekerNerpakken:_ _____IBSA, LUGANO SWITZERLAND &
vr ————————————_ 1aboratory/Laboratorium: _ GRUNENTHAL, STOLBERG, GERMANY
JANSSEN PHARMRCEUTICA.T%FWAY HGUSE—RSA_ .
- TECHNIKONPRETORIARSA -~~~ Shelffife/Rakleeftyd: 36 months/maande — — —— — —
COMPU PHARMACEUTICAL PRODUCTS, '
LYNNWOOD RSA Date of registration: 18 JULY 2001
: Datum van registrasie 18 JULIE 2001
Shelf-life/Rakleeftyd: 24 months/maande :
- Date of registration: 18 JULY 2001
Datum van registrasie 18 JULIE 2001
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Registration number/Registrasienommer: 31/20.1.1/0408
Name of medicine/Naam van medisyne: MANCEF 750

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

CEFAMANDOLE NAFATE EQUIVALENT TO CEFAMANDOLE ... 750,0 mg

Conditions of reglsu-atnonNoonvaardes vir registrasie:
1 2 3, 4 53,6 7 8a,9

_ Appl:cant/Appllkam: BRAINWARE COMPU (PTY) LTD

ManufacMrcrNervaardiger_‘: IBSA, LUGANO SWITZERLAND

Packer/Verpakker: IBSA. LUGANO SWITZERLAND
Laboratory/Laboratorium: - IBSA, LUGANO SWITZERLAND
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
SEDEK AGRIKEM, KAMEELDRIFT RSA
BRAINWARE COMPU, LYNWOOD RSA
- Shelf-life/Rakleeftyd: 24 months/maande
18 JULY 2001
18 JULIE 2001

Date of registration:
Datum van registrasie

Registration number/Registrasienommer: 33/20.1.2/0048

Name of medicine/Naam van medisyne: ATHLONE PHENOXYMETHYL-
PENICILLIN 250/5 ml

Dosage form/Doseringsvorm: POWDER/POEIER

Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SUSPENSION CONTAINS/ELKE 5,0 ml SUSPENSIE BEVAT:
PI{ENOXYMETHYLPENTCILLIN POTASSIUM EQUIVALENT TO
PHENOXYMETHYLPENICILLIN ... 250,0 mg

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

Applicant/Applikant: COMPUPHARM (PTY) LTD

Manufacturer/Vervaardiger: ATHLONE LABORATORIES,ROSCOMMON, IRELAND

Packer/Verpakker: ATHLONE LABORATORIES,ROSCOMMON, IRELAND
Laboratory/Laboratorium: ATHLONE LABORATORIES,ROSCOMMON, IRELAND
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
SEDEK AGRIKEM, KAMEELDRIFT RSA
COMPUPHARM LYNNWOQOOD, RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 18 JULY 2001
Datum van registrasie 18 JULIE 2001
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Registration number/Registrasienommer: 32/11.4.3/0255 Registration number/Registrasienommer: 31/20.1.1/0409

Name of medicine/Naam van medisyne: HEXAL RANITIDINE 150 MG
FILM COATED TABLETS

‘Name of medicine/Naam van medisyne: MANCEF 1000

Dosage form/Doseringsvorm: INJECTION/INSPUITING
Dosage form/Doseringsvorm: TABLET }
Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :
CEFAMANDOLE NAFATE EQUIVALENT TO CEFAMANDOLE ... 1000,0 mg

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
RANITIDINE HYDROCHLORIDE EQUIVALENT TO RANITIDINE ... 150,0 mg

Conditions of registration/Voorwaardes vir registrasie:

Conditions of registration/Voorwaardes vir registrasie: 1,2,3,4,5a,6,7, 88,9
1,2,3,4,58,6,7

B Applicant/Applikant: BRAINWARE COMPU (PTY) LTD
Applicant/Applikant: HEXAL PHARMA (SA) (PTY) LTD

ManufachsrerNervaardlger IBSA, LUGANO SWITZERLAND
Manufacturer/Vervaardiger: SALUTAS PHARMA, BARLEBEN GERMANY

e ; PackerNerpakker. IBSA, LUGANO SWITZERLAND
————Packer/Verpakker: —  _SALUTAS PHARMA, BARLEBEN GERMANY
DIVPHARM MANUFACTURING AND PACKAGING, ———— —— Laboratory/Laboratorium: - IBSA, LUGANO SWITZERLAND
LONGDALE RSA INSTITUTE FOR PHARM & CHEM SERVICE, —— ——
TECHNIKON PRETORIA RSA

Laboratory/Laboratorium; ~ SALUTAS PHARMA, BARLEBEN GERMANY SEDEK AGRIKEM, KAMEELDRIFT RSA

CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA

BRAINWARE COMPU, LYNWOOD RSA

HEXAL PHARMA, WESTMEAD, RSA " Shelf-life/Rakleeftyd: 24 months/maande
Shelf-life/Rakleeftyd: 24 months/maande Date of registration: 18 JULY 2001
B Datum van registrasie 18 JULIE 2001
Date of registration: 18 JULY 2001

Datum van registrasie 18 JULIE 2001
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Registration number/Registrasienommer: 32/11.4.3/0256

Name of medicine/Naam van medisyne: HEXAL RANITIDINE 300 MG
FILM COATED TABLETS

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

RANITIDINE HYDROCHLORIDE EQUIVALENT TO RANITIDINE ... 300,0 mg

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

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
 Shelflife/Rakleeftyd: 24 months/maande

" Date of registration: 19 JULY 2001
. Datum van registrasie 19 JULIE 2001

Registration number/Registrasienommer: 32/2.8/0726
Name of medicine/Naam van medisyne: MDI DOL
Dosage form/Doseringsvorm: 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:
1,2,3,4,53,6,7,82,9 '

Applicant/Applikant: MDI CC

Manufacturer/Vervaardiger: WRAPSA, CENTURION RSA

‘Packer/Verpakker: WRAPSA, CENTURION RSA

Laboratory/Laboratorium: -~ WRAPSA, CENTURION RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration; 19 JULY 2001

Datum van registrasie 19 JULIE 2001
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Registration number/Registrasienommer: ~ 32/11.2/0598

Name of medicine/Naam van medisyne: ~ MERCK-MEBEVERINE HYDROCHLORIDE
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

MEBEVERINE HYDROCHLORIDE ... 135,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4,50,6,7 . a

Applicant/Applikant: MERCK GENERICS RSA (PTY) LTD
Manufacturer/Vervaardiger: ALPHAPHARM,BRISBANE QUEENSLAND AUSTRALIA

Packer/Verpakker: ALPHAPHARM,BRISBANE QUEENSLAND AUSTRALIA

Laboratory/Laboratorium: ALPHAPHARM,BRISBANE QUEENSLAND AUSTRALIA

Registration number/Registrasienommer: 33/2.7/0463

Name of medicine/Naam van medisyne: PARACETAMOL-HEXAL 500
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

FACH TABLET CONTAINS/ELKE TABLET BEVAT:
PARACETAMOL ... 500,0 mg

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

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

Packer/Verpakker: SALUTAS PHARMA, BARLEBEN GERMANY

DIVPHARM MANUFACTURING AND PACKAGING,

'MERCK PHARMACEUTICAL MANUFACTURING (PTY)

_LONGDALERSA_

LTD, MIDRAND RSA T
RESEARCH INSTITUTE FOR INDUSTRIAL
PHARMACY,POTCHEFSTROOM RSA
MERCK GENERICS RSA, MIDRAND RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 19 JULY 2001
Datum van registrasie 19 JULIE 2001

3

¥,

AUTFAS-PHARMA B2 E ERMANY
NSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA - '

HEXAL PHARMA , WESTMEAD RSA

Shelf-life/Rakleeflyd: 24 months/maande

Date of registration: 19 JULY 2001
Datum van registrasie 19 JULIE 2001
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Registration number/Registrasicnommer:  33/7.3/0237

Name of medicine/Naam van medisyne:  APO-LOVASTATIN 20 MG
Dosage form/Doseringsvornt TABLET

Active ingredients/ Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
LOVASTATIN .. 200 mg

" Conditicns of registration/Voorwaardes vir rezistrasie;
1.2.3.4.52.6.7

.I -\ppllcal1UAppllL1:|l ' APOTEX SA (PTY)LTD

MtV aardn_u APOTEX INC. SIGNET DRIVE WESTON.
. ONTARIO CANADA o

Packer/Verpakker: “APOTEXN INC. WESTON ROAD WESTO\I
" 5 ONTARIO CANADA

Laborators/Laboratorium:  APOTEX INC. SIGNET DRIVE WESTON.
ONTARIO CANADA
APOTEX INC. WESTON ROAD WESTON. -
ONTARIO CANADA

INSTITUTE FOR PHARM & CHEM SER\"ICE.

TECHNIKON PRETORIA RSA
APOTEN. SANDTON RSA

. Shc[t‘-lifofRaklccﬂ}'d: 24 months/maande

. Datc-of registration: - 24 JULY 2001
Datum van registrasic 24 JULIE 2001

Registration number/Registrasicnommer: 33/20.2.2/0503

Name of medicineNaam van medisyne: KETAZOL CREAM

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

EACH 1.0 g CREAM CONTAINS/ELKE 1.0 g ROOM BEVAT;
KETOCONAZOLE .. 20,0 mg

C ondmons of registration/Voorw, aardus vir registrasie;
L2534 567

Applicant/Applikant: PHARMACARE LIMITED

Manufacturer/Vernvaardiger: LENNON. PORT ELIZABETH RSA

Packer/Verpakker: LENNON. PORT ELIZABETH RSA

Laboraton/Laboratorium:  LENNON. PORT ELIZABETH RSA

Shelf-life/Raklectind: 24 months/maande
Date of registration, 24HJULY 2001
Datum van registrasic 24 JULIE 2001 -

LglcZ 'ON 8T
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Registration number/Registrasienommer: 34/34/0096
Name of medicine/Naam van medisyne: REBIF 22
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 0.5 ml SYRINGE CONTAINS/ELKE 0,5 ml SPUIT BEVAT:
INTERFERON BETA -la ... 22,0 ug

Conditions of registration/Voorwaardes vir registrasie:
1.2.3.4.5a,6,7

Applicant/Applikant: SERONO SOUTH AFRICA (PTY)LTD

Manufacturer/Vervaardiger: VETTER PHARMA SCHUTZENSTR,RAVENSBURG
GERMANY

Packer/Verpakker: VETTER PHAR.MA,SCHUTZEN-STR,RAVENSBURG

‘GERMANY

Registration number/Registrasienommer:  53/7.5/0258

Name of medicing/Naam van medisyne:  APO-LOVASTATIN 40 MG
Dosage form Doscringsvorni: TABLET

Active ingredients/ Akticwe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
LOVASTATIN ... 40.0mg

C onditions of registration/Voorwaardes vir registrasic:
L2.3. 4 56,7

Applicant/Applikant:  APOTEX SA (PTY) LTD

'\I*ml.ltacum.r’\'r.n aardiger: APOTEX INC. SIGNET DRIVE WESTON.
"~ ONTARIO CANADA

Packer/Verpakker: APOTEN INC. WESTON ROAD WESTON.

INDUSTRIA FARMACEUTICA SERONO, BARI ITALY

ON—T—ARIO CANADA

Laboratory/Laboratorium: VETTE‘R PHARMA SCHUTZEINSTR,RAVENSBURG
GERMANY
RBM, COLLERETTO GIACOSA, ITALY
SERONO SOUTH AFRICA, SANDTON RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 24 JULY 2001
Datum van registrasie 24 JULIE 2001

Taboratory Laboraforiune— APOTENINGWESTON-ROADWESTON.—

ONTARIO CANADA
APOTEXINC. SIGNET DRIVE WESTON.
ONTARIO CANADA

INSTITUTE FOR PHARM & CHEM SERVICE.

TECHNIKON PRETORIA RSA
"APOTEXN. SANDTON. RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 24 JULY 2001
Datum van registrasic 24 JULIE 2001
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Registration number/Registrasienommer:  32/5.6/0035
Name of medicine/Naam van medisyne: SERC 16
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
BETAHISTINE HYDROCHLORIDE ... 16.0 mg

- Conditions of registration/Voorwaardes vir registrasic;
12,34, 52,67

“ Applicant/Applikant: ' SCHERING (PTY) LTD

Manufacturer/Vervaardiger: SOLVAY PHARM BV, OLST, NETHERLANDS

Packer/Verpakker: ~ SOLVAY PHARM BV, OLST, NETHERLANDS -

- Laboratory/Laboratorium: - SOLVAY PHARM BV, OLST, NETHERLANDS
SCHERING, MIDRAND RSA

Shelf-life/Rakleeftyd: 60 months/maande

" Date of registration: 25 JULY 2001

Datum van registrasie 25 JULIE 2001

Registration number/Registrasienommer: A/20.1.7/0150

Name of medicine/Naam van medisyne: FUNGIZONE INTRAVENOUS
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml VIAL CONTAINS/ELKE 1,0 ml FLESSIE BEVAT:
AMPHOTERICIN B ... 50,0 mg

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

Applicant/Applikant: BRJSTOL-.MYERS SQUIBB (PTY) LTD
Manufacturer/Vervaardiger: BRISTOL-MYERS SQUIBB, NEW JERSEY USA

Packer/Verpakker: BRISTOL-MYERS SQUIBB, NEW JERSEY USA

DIVPHARM MANUFACTURING AND PACKAGING,

LONGDALE RSA

MERCK PHARMACEUTICAL MANUFACTURING (PTY)

LTD, MIDRAND RSA

Laboratory/Laboratorium: BRISTOL-MYERS SQUIBB, NEW JERSEY USA
CONSULTING CHEMICAL LAB, STAR STREET
BOKSBURG, RSA

MERCK PHARMACEUTICAL MANUFACTURING (PTY)

LTD, MIDRAND RSA
BRISTOL-MYERS SQUIBB, BEDFORDVIEW RSA

Shclf-life/Rakleeﬁyd: 24 months/maande

Date of registration: 24 JULY 2001
Datum van registrasie 24 JULIE 2001
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Registration number/Registrasienommer: 32/5.4.1/0299

Name of medicine/Naam van medisyne: PEXOLA 0,25 mg

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: ;

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE ... 0.23 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4,6.7
Applicant/Applikant: INGELHEIM PHARMACEUTICALS (PTY) LTD

ManufacturerNcn“aardlger BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY

_'_PaTckerNerpakker —— — BOEHRINGER INGELHEIM. INGELHEIM AM RHEIN,

GERMANY

HBEGHSMQN ROUSSEL. WALTLOO RSA

Registration number/Registrasienommer: 32/5.4.1/0298

Name of medicine/Naam van medisyne: PEXOLA 0,125 mg

Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE ... 0,125 mg

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

Applicant/Applikant: INGELHEIM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,

GERMANY
BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,

 ———— —— —GERMANY _______

HOECHST MARION ROUS SEL, WALTLOO RS RSA

INVHIOMSIVVYLS

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: 25 JULY 2001
Datum van registrasie 25 JULIE 2001 ¥

Laboratoryfl..aboraionmn BOEHRINGER INGELHEIM, INGELHEIM AMH—!EI'N
GERMANY
HOECHST MARION ROUSSEL, WALTLQO RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 25 JULY 2001
Datum van registrasie 25 JULIE 2001
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Registration number/Registrasiecnommer:  32/5.4.1/0301
Name of medicine/Naam van medisyne: PEXOLA 1,25 mg
Dosage form/Doseringsvorm: TABLET

Adtive ingredients/Aktiewe bestanddcle:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:
PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE .. 1,25 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/Applikant:  INGELHEIM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY _

Packer/Verpakker: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
: GERMANY )
MARION ROUSSEL, WALTLOO RSA
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: 25 JULY 2001
Datum van registrasie 25 JULIE 2001

Registration number/Registrasienommer;  32/5.4.1/0300
Name of medicine/Naam van medisyne: PEXOLA 1,0 mg
Dosage form/Doseringsvorn: TABLET

Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT -
PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE ... 1,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7

Applicant/Applikant: INGELHEIM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY

Packer/Verpakker: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,

GERMANY

HOECHST MARION ROUSSEL, WALTLOO RSA

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

25 JULY 2001
25 JULIE 2001

Date of registration:
Datum van registrasie

1002 HIGOLOO 6 ‘IL1TZVO INIWNHIAOD

Lcléc ‘SN . 2¢g



Registration number/Registrasienommer: 34/28/0075
Name of medicine/Naam van medisyne: OPTISON
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Akticwe bestanddele:

EACH 1,0 ml SUSPENSION CONTAINS/ELKE 1,0 ml SUSPENSIE BEVAT:
OCTAFLUOROPROPANE ... 0,22 mg

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

Manufacturer/Vervaardiger: MOLECULAR BIOSYSTEMS, CALIFORNIA, USA

Registration number/Registrasienommer: 32/5.4.1/0302
Name of medicine/Naam van medisyne: PEXOLA 1,5 MG
Dosage fomﬂ)_oseringsvonn: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
PRAMIPEXOLE DIHYDROCHLORIDE MONOHYDRATE ... 1,5 mg

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

Manufacturer/Vervaardiger: BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY

" Packer/Verpakker. ~ MOLECULAR BIOSYSTEMS, CALIFORNIA, USA

MALLINCKRODT MEDICAL, DUBLIN, IRELAND

Packer/Verpakker: ~ BOEHRINGER INGELHEIM, INGELHEIM AMRHEIN, |

" Laboratory/Laboratorium:  MOLECULAR BIOSYSTEMS, CALIFORNIA, USA™ -
MALLINCKRODT MEDICAL, DUBLIN, IRELAND
RHONE-POULENC RORER, PORT ELIZABETH RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 31 JULY 2001
Datum van registrasie 31 JULIE 2001

BOEHRINGER INGELHEIM, INGELHEIM AM RHEIN,
GERMANY

HOECHST MARION ROUSSEL, WALTLOO RSA RSA
INGELHEIM PHARMACEUTICALS, RANDBURG RSA

Laboratory/Laboratorium:

Shelf-life/Raklecfyd:

24 months/maande
Date of registration: 25 JULY 2001
Datum van registrasie 25 JULIE 2001

NV!:PEIO}IS.I.W_LS
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Registration number/Registrasienommer: 33/8.3/0006
Name of medicine/Naam van medisyne: RECORMON 20 000 FOR RECO-PEN

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

EACH CARTRIDGE CONTAINS/ELKE GLASBUISIE BEVAT-
EPOETIN BETA 166.0 ug EQUIVALENT TO RECOMBINANT
HUMAN ERYTHROPOETIN ... 20 000 iu

Conditions of registration/Voorwaardes vir registrasie:
1.2.3,4.6.7 _
Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD
Manufacturer/Vervaardiger: VETTER PHARMA, SCHUTZENSTR.
RAVENSBURG GERMANY

VETTER PHARMA. SCHUTZENSTR,
RAVENSBURG GERMANY

ROCHE DIAGNOSTICS, MANNHEIM. GERMANY
ROCHE, ISANDO RSA

Packer/Verpakker:

Laboratory/Laboratorium: ~ ROCHE DIAGNOSTICS. MANNHEIM, GERMANY
ROCHE. ISANDO RSA
Shelf-life/Rakleeftvd: 24 months/maande

Date of registration: 31 JULY 2001
Datum van registrasie 31 JULIE 2001

Registration number/Registrasienommer: 33/8.3/0005

Name of medicine/Naam van medisyne: RECORMON 10 000 FOR RECO-PEN
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele: .

EACH CARTRIDGE CONTAINS/ELKE GLASBUISIE BEVAT:
EPOETIN BETA 83,0 ug EQUIVALENT TO

RECOMBINANT HUMAN ERYTHROPOETIN ... 10 000 iu

Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,6,7
Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD
Manufacturer/Vervaardiger: VETTER PHARMA,SCHUTZENSTR RAVENSBURG
GERMANY
Packer/Verpakker: VETTER PHARMA,SCHUTZENSTR RAVENSBURG
' GERMANY
ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE, ISANDO RSA

Laboratory/Laboratorium: ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE, ISANDO RSA

Shélf—lifefRa]decﬁyd: 24 months/maande

Date of registration: 31 JULY 2001
Datum van registrasie 31 JULIE 2001

1L2l22 'ON v¢&
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Registration number/Registrasienommer: 33/8.3/0008

Name of medicine/Naam van medisyne:  RECORMON 100 000 MULTIDOSE

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

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

EPOETIN BETA 830,0 ug EQUIVALENT TO RECOMBINANT
HUMAN ERYTHROPOETIN ... 100 000 iu

Conditions of registration/Voornwaardes vir registrasie:
1.2.3.4.6.7

Applicant/Applikant: ‘ROCHE PRODUCTS (PTY) LTD

Registration number/Registrasienommer: 33/8.3/0007
Name of medicine/Naam van medisyne: RECORMON 50 000 MULTIDOSE

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

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT :

EPOETIN BETA 415,0 ug EQUIVALENT TO RECOMBINANT
HUMAN ERYTHROPOETIN .. 50 000 iu

Conditions of reglstrauonNoonvaardes Vir registrasie:
1,2,3,4,6,7

Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD

n

2

@

~ Manufacturer/Vervaardiger: ROCHE DlAGNOSTl’C S, MANNHEIM GERMANY Manufacturer/Vervaardiger: ROCHE DIAGNOSTICS, MANNHEIM, GERMANY 5
 Packer/Verpakker ROCHE DIAGNOSTICS. MANNHEIM. GERMAN'_Y_ " Packer/Vemakker  ROCHE DIAGNOSTICS, MANNHEIM, GERMANY | T
ROCHE. ISANDU RSA ROCHE, ISANDO RSA _ S

Laboratory/Laboratorium:  ROCHE DlAGNOST[CS MAN'NHEIM GERMANY Laboratory/Laboratorium: ROCHE DIAGNOSTICS, MANNHEIM, GERMANY ';

o e ROCHE. ISANDO RSA RQCHE, ISANDO RSA %

Shelf-life/Rakleeftyvd: 24 months/maande Shelf-life/Rakleeftyd: 24 months/maande 8

Date of registration: 31 JULY 2001 Date of registration: 31 JULY 2001 |

Datum van registrasie 31 JULIE 2001 Dafum van registrasie 31 JULIE 2001 »

o




Registration numberfRegistrasienommer: 34/20.2.8/0032

Name of medicine/Naam van medisyne: RELENZA

Dosage form/Doseringsvorm:; POWDER/POEIER

Active ingredients/Aktieive bestanddele:

EACH BLISTER CONTAINS/ELKE STULPVERPAKKING BEVAT
ZANAMIVIR ..5,0mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4.5a, 6.7

ApplicanvApplikant:  GLAXO WELLCOME SA (PTY) LTD
Manufacturer/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: 15 JUNE 2001
Datum van registrasie 15 JUNIE2001

'Dosage form/Doseringsvorm:

Registration number/Registrasienommer: 33/34/0009

Name of medicine/Naam van medisyne: DILUENT FOR RECORMON MULTIDOSE

SOLUTION/OPLOSSING

Active ingfedicnls/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 mi OPLOSSING BEVAT :
BENZALKONIUM CHLORIDE ... 0,02 mg AS PRESERVATIVE
BENZYL ALCOHOL .. 4,0 mg AS PRESERVATIVE

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

Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD
Manufacturer/Vervaardiger: ROCHE DIAGNOSTICS, MANNHEIM, GERMANY

Packer/Verpakker: ROCHE DIAGNOSTICS, MANNHEIM, GERMANY
ROCHE, ISANDO RSA

LaboratoryILaboramriuﬁ-l: ROCHE DIAGNOS’I‘ICS', MANNHEIM, GERMANY
ROCHE, ISANDO RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 31 JULY 2001
Datum van registrasie 31 JULIE 2001

LTIZE ON' 9E-
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_Packerﬁeﬁakker: _

Registration number/Registrasienommer: ~ 34/11.4.3/0296
Name of medicine/Naam van medisyne: ULZEC 10
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
OMEPRAZOLE ... 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4.3a,.6, 7
Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger:. CHEMINOR DRUGS LTD, BACHEPALLI, INDIA

Labcratorv/Laboratonum CHEMINOR DR B :
-—INSTITUTE FGR—PHARM & CHEM SER\FICE- =
TECHNIKON PRETORIA RSA :
TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Rakleeftvd: 24 months/maande

15 JUNE 2001
15 JUNIE 2001

Date of registration:
Datum van registrasie

~ — CHEMINOR DRUGS LTD, BACHEPALLL INDIA.

_ Packer/Verpakker:

Registration number/Registrasienommer: 34/26/0435
Name of medicine/Naam van medisyne: CYTOBLASTIN AQUEOUS
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 10,0 ml SOLUTION CONTAINS/ELKE 10,0 ml OPLOSSING BEVAT:

VINBLASTINE SULPHATE ... 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4.52,6,7

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD
Manufacturer/Vervaardiger: CIPLA LTD, KURKUMBH, PUNE INDIA
o CIPLA LTD KUR_KUM.BH, PUNE INDIA

CIPLA'LTD, KURKUMBH, PUNE l'NDIA

- —CIPLA-MEDPRO-_ROSENPARKRSA -
Sheif—llifefRakleeﬁ_\-'d: 24 months/maande

15 JUNE 2001
15 JUNIE 2001

Date of registration:
Datum van registrasie

1002 HIEOLO 6 ° .NVEFEIOHS.LW.LS
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Registration number/Registrasienommer: 34/11.4.3/0299

Name of medicine/Naam van medisyne: TRIO-OMEPRAZOLE 10
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
OMEPRAZOLE ... 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2,3.4,5a,6,7

Appllcamprphkant TRIOMED (PTY) LTD

i

ManufactwerNervaarngar CHEMINOR DRUGS LTD, BACHEPALLI, INDIA

Packer/Verpakker: CHEMINOR DRUGS LTD. BACHEPALLI, INDIA
Laboratorv/Laboratorium: ~ CHEMINOR DRUGS LTD. BACHEPALLI, INDIA
INSTITUTE FOR PHARM & CHEM SERV'ICE
© TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: - 15 JUNE 2001
Datum van registrasie 15 JUNIE 2001 -

Applicant/Applikant:

Registration number/Registrasienommer: 34/11.4.3/0298
Name of medicine/Naam van medisyne: ULZEC 40
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
OMEPRAZOLE ... 40,0 mg

Conditions of registration/Voonwvaardes vir registrasie;
1,2.3,4,35a. 6,7

" TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: CHEMINOR DRUGS LTD, BACHEPALLL INDIA

Packer/Verpakker: CHEMINOR DRUGS LTD, BACHEPALLI, INDIA
Laboratory/Laboratorium: CHEMINOR DRUGS LTD. BACHEPALLI. INDIA
INSTITUTE FOR PHARM & CHEM SERVICE.
TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 15 JUNE 2001
Datum van registrasie 15 JUNIE 2001

lelec 'ON 8€
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" Packer/Verpakker:

Registration number/Registrasiecnommer: 34/2.6.5/0117
Name of medicine/Naam van medisyne:  SOLIAN 200 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

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

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4,5a,6.7

Applicant/Applikant:

Manufacturer/Vervaardiger; SYNTHELABO GROUPE, QUETIGNY FRANCE

HOECHST MARION ROUSSEL, WALTLOO RSA

SANOFI - SYNTHELABO (PTY) LTD

— —— SYNTHELABO GROUPE, QUETIGNY FRANCE

Registration number/Registrasienommer: 34/2.6.5/0116
Name of medicine/Naam van medisyne:  SOLIAN 50 mg
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:

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

Conditions of registration/Voorwaardes vir registrasie:
1.2,3.4,5a,6,7

Applicant/Applikant:

Manufacturer/Vervaardiger: SYNTHELABO GROUPE. QUETIGNY FRANCE

* Laboratory/Laboratorium:  SYNTHELABO GROUPE, QUETIGNY FRANCE
HOECHST MARION ROUSSEL, WALTLOO RSA
SANOFI - SYNTHELABO, WOODMEAD RSA

Shclf-lideakleeﬁyﬂ: 36 months/maande
Date of registration: 15 JUNE 2001
Datum van registrasie 15 JUNIE 2001

_ Packer/Verpakker: SYNTHELABO GROUPE, QUETIGNY FRANCE
HOECHST "MARION ROUSSEL, WALTLOORSA———
~ - ~Laboratory/Laboratorium:- ~-SYNTHE : i N
HOECHST MAR.ION ROUSSEL WALTLOO RSA
. SANOFI - SYNTHELABO, WOODMEAD RSA
Shelf-life/Rakleeftvd: 36 months/maande -
Date of registration: 15 JUNE 2001

Datum van registrasie 13 JUNIE 2001

SANOFI - SYNTHELABO (PTY) LTD

1002 HIFOIMO 6 'INVHIOMNSLIVVLS
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Registration numberchgistrasiendmmer: 34/11.4.3/0300
Name of medicine/Naam van medisvne: TRIQ-OMEPRAZOLE 20

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

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :
OMEPRAZOLE ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,.32,6,7

Applicant/Applikant; TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: CHEMINOR DRUGS LTD, BACHEPALLI, INDIA

Bac!-er/Verpakker: CHEMINOR DRUGS LTD, BACHEPALLI, INDIA
Laboratory/Laboratorium: CHEMINOR DRUGS LTD, BACHEPALLI, INDIA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Rakleeftvd: 24 months/maande
Date of registration: ..~ 15 JUNE 2001
Datun van registrasie I5 JUNIE 2001

Registration number/Registrasienommer: 34/11.4.3/0297
Name of medicine/Naam van medisyne: ULZEC 20
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:
OMEPRAZOLE ...20,0 mg

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

Applicant/Applikant: TRIOMED (PTY) LTD
Manufacturer/Vervaardiger: CHEMINOR DRUGS LTD, BACHEPALLL INDIA
Packer/Verpakker: 'CHEMINOR DRUGS LTD, BACHEPALLIL INDIA
Laboratory/Laboratorium: CHEMINOR DRUGS LTD, BACHEPALLI, INDIA
INSTITUTE FOR PHARM & CHEM SERVICE,
TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 15 JUNE 2001
Datum van registrasie 15 JUNIE 2001

12.22°ON Ob
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~ Packer/Verpakker,— —

Registration number/Registrasienommer: 34/21.12/0108
‘Name of medicine/Naam van medisyne: = DANOGEN-50
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :
DANAZOL ... 500 mg

Conditions of registration/Voorwaardes vir registrasie:
1?2, 3) 4! saT 6??
Applncanthppllkant CIPLA-MEDPRO (PTY) LTD

ManufacturerNervaardiger CIPLA, MUMBAI INDIA

AL A T TN

— CIPEA-MUMBAIINDIA

Registration number/Registrasienommer: 34/11.4.3/0301

Name of medicine/Naam van medisyne: TRIO-OMEPRAZOLE 40
Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :
OMEPRAZOLE ... 40,0 mg

. Conditions of registration/Voorwaardes vir registrasie:

1.2.3.4,5,6,7
Applicant/Applikant: TRIOMED (PTY) LTD

Manufacturer/Vervaardiger: CHEMINOR DRUGS LTD, BACHEPALLIL INDIA

—— Packer/Verpakker:-_ CHEMINOR DRUGS LTD, BACHEPALLL INDIA |

l.ll:’l..-.r\ OB AT INDEA

CIPLA-MEDPRO, ROSENPARK RSA

Laboratorv/Laboratoritm:

:Shelf-life/Rakleeftyd: 24 months/maande
‘Date of registration: 15 JUNE 2001
15 JUNIE 2001

Datum van registrasie

R DRUGS LTD, BACHEPALLL [ND[A

NSTITUT - FOR PHARM & CHEM SERVICE, °
TECHNIKON PRETORIA RSA
TRIOMED, MONTAGUE GARDENS RSA

Shelf-life/Rakieefivd: 24 months/maande
Date of registration: 15 JUNE 2001
Datum van registrasie 13 JUNIE 2001

LOOZ HIFO.IMO 6 INVHIONSLVVLS
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Registration number/Registrasienommer: 34/21.12/0110

Name of medicine/Naam van medisyne: DANOGEN-200

Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele: .
EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :
DANAZOL ... 200,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3,4, 56,7 4

 Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD
M.anufacnirerf.Vcn_raardiger: CIPLA, MUMBAI INDIA
Packer/Verpakker: - . CIPLA, MUMBAI INDIA
Laboratory/Laboratorium: CIF;LA, MUMBAI INDIA

CIPLA-MEDPRO, ROSENPARK RSA

Shelf-life/Rakleeftvd: 24 months/maande
Date of registration: I5 JUNE 2001
Datum van registrasie 15 JUNIE2001

Registration number/Registrasienommer: . 34/21.12/0109

Name of medicine/Naam van medisyne: DANOGEN-100

Dosage form/Doseringsvorm: CAPSULES/KAPSULES
Active ingredients/Aktiewe bestanddele: '
EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT :
DANAZOL ... 100.0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2,3,4,52,6.7

Applicant/Applikant: CIPLA-MEDPRO (PTY) LTD
Manufacturer/Vervaardiger: CIPLA, MUMBAI INDIA
Packer/Verpakker: 'CIPLA, MUMBAI INDIA

Laboratory/Laboratorium: ~ CIPLA. MUMBAI INDIA
‘ CIPLA-MEDPRO. ROSENPARK RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 15 JUNE 2001 -
Datum van registrasie 15 JUNIE2001

(Roler- HHEO.LOO 6 ‘L13ZVO INJWNHIAOD
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Registration number/Registrasienommer: 34/34/0420 Registration number/Registrasiecnommer: H/7.1.3/0528

Name of medicine/Naam van medisyne: BACTERIOSTATIC WATER FOR Name of medicine/Naam van medisyne: ISMELIN AMPOULES
INJECTION FOR HERCEPTIN
Daosage form/Doseringsvorm: INJECTION/INSPUITING
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:
Active ingredients/Akticwe bestanddele: ) EACH 1,0 ml SOLUTION CONTAINS/ELKE 1.0 ml OPLOSSING BEVAT:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT: ' GUANETHIDINE SULFATE ... 10,0 mg

WATER FOR INJECTIONS ... 1,0 ml PER ml
Conditions of registration/Voorwaardes vir registrasie:

Conditions of registration/Voorwaardes vir registrasie: 1,2,3.4, 52,6, 7
1,2,3.4,5a,6,7 _
Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD E’,
Applicant/Applikant: ~~ ROCHE PRODUCTS (PTY) LTD 3
Manufacturer/Vervaardiger: NOVARTIS, STEIN SWITZERLAND ~
Manufa.cturerf\r’ervaardlger F HOFFMANN-LA ROCHE, BASLE SWITZERLAND B ' % -
s o Packer/Verpakker: NOVARTIS, SPARTAN KEMPTON PARK RSA (o]
PackerNerpakker F HOFFMANN LA ROCHE BASLE SWITZERLAND . T e e o o R
: FHOFFMANN-LA-ROCHE WYHLEN GERMANY _Laboratory/Laboratorium:  NOVARTIS, STEIN SWITZERLAND g
F HOFFMANN-LA ROCHE, KA]SERAUGST NOVARTIS, SPARTAN KEMPTON PARK RSA 5 3
SWITZERLAND R : %
ROCHE, ISANDQ RSA Shelf-life/Rakleeftyd: 60 months/maande 0
Laboratory/Laboratorium:  F HOFFMANN-LA ROCHE, BASLE SWITZERLAND Date of registration: 18 JUNE 2001 g
ROCHE, ISANDO RSA Datum van registrasie 18 JUNIE 2001 %
il o
Shelf-llfc/Rakleeﬁyd 24 months/maande B
; E8h i 2 8
Date of registra.tlon 18 JUNE 2001 e

Datum van reglstrasw 18 JUNE 2001

€ .12.22 ON




Registration number/Registrasienommer: 34/20.2.2/0270

Name of medicine/Naam van medisyne: ADCO-KETOCONAZOLE SHAMPOO 1 %
CARMOISINE RED

Dosage form/Doseringsvorm: SHAMPOO/STAMPOE

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SHAMPQO CONTAINS/ELKE 1.0 m! STAMPOE BEVAT:
KETOCONAZOLE .. 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
[,2.3,4,5a,6.7
Apbiiéﬁhw.ppﬁkama ADCOCK INGRAM LTD

Manufacturer/Vervaardiger: ADCOCK INGRAM HEALTHCARE, WADEVILLE RSA
Packer/Verpakker: ADCdCK INGRAM HEALTHCARE, WADEVILLE RSA

Laboratory/Laboratorium: ADCOCK INGRAM HEALTHCARE, WADEVILLE RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA

RSA :
Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 18 JUNE 2001
Datum van registrasie

18 JUNIE 2001

Registration number/Registrasienommer:  34/20.2.2/0269

Name of medicing/Naam van medisyne: ADCO-KETOCOMAZOLE SHAMPOO 1 %
CARAMEL COLOUR

Dosage form/Daoseringsvorm: SHAMPOO/SIAMPOE

Active ingredients/Aktiewe bestanddele:
EACH 1,0 mi SHAMPOO CONTAINS/ELKE 1,0 ml SJAMPOE BEVAT:
KETOCONAZOLE ... 10,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2.3.4.5a.6. 7 . :

Applicant/Applikant: ADCOCK INGRAM LTD
Manufacturer/Vervaardiger: ADCOCK INGRAM HEALTHCARE, WADEVILLE RSA
Packer/Verpakker: ADCOCK INGRAM HEALTHCARE, WADEVILLE RSA
Laboratory/Laboratorium: ADCOCK INGRAM HEALTHCARE, WADEVILLE RSA
' SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: [8 JUNE 2001
Datum van registrasic = 18 JUNIE 2001

L2l2C 'ON ¥t
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Registration number/Registrasienommer: 34/20.1.1/0048

Name of medicine/Naam van medisyne: PHARMACARE-CEFOTAXIME | g
INJECTION

Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele: .

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT;

CEFOTAXIME SODIUM EQUIVALENT TO CEFOTAXIME ... 1,0 mg

Conditions of registration/Vioorwvaardes vir registrasie:

Registration number/Registrasienommer: 34/20.1,1/0047

Name of medicine/Naam van medisyne: PHARMACARE-CEFOTAXIME 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:

1.2,3,4,52,6,7 1.2,3.4.52.6.7
Applicant/Applikant: PHARMACARE LIMITED Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: ECZACIBASI PHARMACEUTICALS,LULEBURGAZ, ManufacmrerN ervaardiger: ECZACIBASI PHARMACEUTICALS,LULEBURGAZ,
- FJrRKEYy 000 O SR EE W TUR.K.EY '
Packer/Verpakker: EEZACIBASI PHARMACEUTICALS. LULEBURGAZ. Packer/Verpakker; ECZACIBASI PHAR.MACEUTICALS LULEBURGAZ
s i weerurn gews TURKENGrue sen v s 50 TS ez aer o oo PITRICEY ——— e
WTRAMED PORT ELIZABETH RSA INTRAMED, PORT ELIZABETH RSA
“Laboratory/Laboratorium: ECZACIBASI PHARMACEUTICALS LULEBURGAZ. Laboratory/Laboratorium:  ECZACIBASI PHARMACEUTICALS LULEBURGAZ.
TURKEY TURKEY
NTRAMED, PORT ELIZABETH RSA NTRAMED, PORT ELIZABETH RSA
Shelf-life/Rakleeftyd: 24 months/maande Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 19 JUNE 2001 Date of registration: 19 JUNE 2001
- ‘Datum van registrasie 19 JUNIE 2001 Datum van registrasie 19 JUNIE 2001

VHIOMSLVVLS
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Registration number/Régistrasienommer: 34/20.1.1/0050

Name of medicine/Naam van medisyne: PHARMACARE-CEFOTAXIME 2 g
INFUSION

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

Active ingredients/Aktiewe bestanddele:
EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:
CEFOTAXIME SODIUM EQUIVALENT TO CEFOTAXIME ... 2,0 mg

Conditions of registration/Voorwaardes vir registrasie:
15203, 4,.52,6; T

Applicant/Applikant: PHARMACARE LIMITED
Manufacturer/Vervaardiger: ECZACIBASI PHARMACEUTICALS LULEBURGAZ,
TURKEY :
Packer/Verpakker: ECZACIBASI PHARMACEUTICALS LULEBURGAZ,
; : TURKEY

INTRAMED, PORT ELIZABETH RSA
Laboratory/Laboratorium; ECZACIBASI PHARMACEUTICALS, LULEBURGAZ,

TURKEY

NTRAMED, PORT ELIZABETH RSA
Sheif-life/Rakleeftyd: 24 months/maande

Date of registration: 19 JUNE 2001
Datum van registrasie - 19 JUNIE 2001

Registration number/Registrasienommer: 34/20.1.1/0049

Name of medicine/Naam van medisvne: PHARMACARE-CEFOTAXIME 2 g
INJECTION

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

EACH VIAL CONTAINS/ELKE FLESSIE BEVAT:

CEFOTAXIME SODIUM EQUIVALENT TO CEFOTAXIME ... 2,0 mg

Conditions of registration/Voorwaardes vir registrasie:

1,2.3,4,53a,6.7

Applicant/Applikant: PHARMACARE LIMITED

Manufacturer/Vervaardiger: ECZACIBASI PHARMACEUTICALS, LULEBURGAZ,
TURKEY

Packer/Verpakker: ECZACIBASI PHARMACEUTICALS, LULEBURGAZ,
TURKEY

INTRAMED, PORT ELIZABETH RSA

Laboratory/Laboratorium: ECZACIBASI PHARMACEUTICALS LULEBURGAZ,
’ TURKEY
NTRAMED, PORT ELIZABETH RSA

Shelt-life/Rakleeftyd: 24 months/maande
Date of registration: 19 JUNE 2001
Datum van registrasie 19 JUNIE 2001

LZl22'ON O
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Registration number/Registrasienommer: 34/ 15.4/0288
Name of medicine/Naam van medisyne: CLERZ SD
Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele: .

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT :
POVIDONE 25 .. 50,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2.3.4.32.6.7
Applicant/Applikant: NOVARTIS SOUTH AFRICA (PTY) LTD

Manufacturer/Vervaardiger: LABORATOIRES CIBA VISION.CEDEX,FRANCE

———Packer/Verpakker:— — — —LABORATOIRES CIBA VISION CEDEX,FRANCE

Registration number/Registrasicnommer: 34/34/0154

Name of medicine/Naam van medisyne: ZENERGY 40 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT :
PHENTOLAMINE MESYLATE ... 40,0 mg

Conditions of registration/Voonwvaardes vir registrasie:
1.2.3,4, 5a.6,7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD
Manufacturer/Vervaardiger: SCHERING-PLOUGH, LAS PIEDRAS PUERTO RICO

Packer/Verpakker: -~ SCHERING-PLOUGH. SUFFOLK, UK

NOVARTIS. SPARTAN KEMPTON PARK RSA

SCHERING-PLOUGH, ISANDORSA —

Laboratory/Laboratorium: LABORATOIRES CIBA VISION.CEDEX,.FRANCE

SOUTH AFRICAN BUREAU OF STANDARDS.
PRETORIA RSA
NOVARTIS, SPARTAN KEMPTON PARK RSA

Shelf lifo/Raldeehvd: - . 24 mionths/masnde

Date of registraﬁon: 20 JUNE 2001
Datum van registrasie 20 JUNIE 2001

Laboratory/Laboratorium: SCHERING-PLOUGH, LAS PIEDRAS PUERTU RICO
SCHERING-PLOUGH, ISANDO RSA
Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 20 JUNE 2001
Datum van registrasie 20 JUNIE 2001

100Z HIFOLMO 6 ‘LNVHIONSLYVLS
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Registration number/Registrasienommer: 34/6.1/0041
Name of medicine/Naam van medisyne: SCHEIN DOBUTAMINE 12,5 MG/ML

Dosage form/Daoseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT :
DOBUTAMINE HYDROCHLORIDE EQUIVALENT TO DOBUTAMINE ... 12.5 mg

‘Conditions of registration/Voonwaardes vir registrasie:
1.2,3.4.52. 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. DURBANVILLE RSA
Shelf-life/Rakleefiyvd: 24 months/maande
20 JUNE 2001

Date of registration: _
20 JUNIE 2001

Datum van registrasie

Registration number/Registrasicnommer: 34/34/0042
Name of medicine/Naam van medisyne: ZENAPAX

INFUSION (PARENTERAL)Y/
INFUSIE(PARENTERAAL)

Dosage form/Doseringsvorm:

Active ingredients/Aktiewe bestanddele:
EACH 3.0 ml SOLUTION CONTAINS/ELKE 3,0 ml OPLOSSING BEVAT:
DACLIXIMAB ... 25,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,52.6,7

Applicant/Applikant: ROCHE PRODUCTS (PTY) LTD

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

HOFFMANN-LA ROCHE INC. NEW JERSEY USA
F HOFFMANN-LA ROCHE, BETRIEBSTATTEN
KAISERAUGST SWITZERLAND

F HOFFMANN-LA ROCHE, WYHLEN GERMANY
ROCHE, ISANDO RSA

Packer/Verpakker:

Laboratory/Laboratorium: F HOFFMANN-LA ROCHE, WYHLEN GERMANY
F HOFFMANN-LA ROCHE, GREN, BASLE SWITZERLAND
ROCHE, ISANDO RSA

Shelf-life/Rakleeftyd: 24 months/maande _ ’

20 JUNE 2001
20 JUNIE 2001

Date of registration:
Datum van registrasic

12/22 'ON 8v
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Registration number/Registrasienommer: 33/20.2.8/0464 Registration number/Registrasicnommer: 34/18.1/0316

Name of medicine/Naam van medisyne: ZIAGEN TABLETS Name of medicine/Naam van medisyne: BE-TABS HYDROCHLOROTHIAZIDE 25 mg
TABLETS
Dosage form/Doseringsvorm: TABLET
Dosage form/Doseringsvorm: TABLET
Active ingredients/Aktiewe bestanddele:
EACH TABLET CONTAINS/ELKE TABLET BEVAT:

Active ingredients/Aktiewe bestanddele:
ABACAVIR ... 300.0 mg

EACH TABLET CONTAINS/ELKE TABLET BEVAT:

HYDROCHLOROTHIAZIDE ... 25.0 mg
Conditions of registration/Voonwvaardes vir registrasie:

1,2.3,4,52.6, 7 Conditions of registration/Voonwaardes vir registrasie:
o 1,2,3,4, 32,6, 7
Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD e @
Wk o Lo Applicant/Applikant: BE-TABS PHARMACEUTICALS (PTY) LTD 4
Manufacturer/Vervaardiger: GLAXO WELLCOME. HERTFORDSHIRE UK _ _ ~
- S Manufacturer/Vervaardiger: BE-TABS PHARMACEUTICALS. ROODEPOORT RSA @
———Packer/Verpakker- __ GLAXO WELLCOME, HERTFORDSHIRE UK ; o)
GLAXO WELLCOME. MIDRAND RSA~————————————Packer/Verpakker:  BE-TABS PHARMACEUTICALS, ROODEPOORT RSA %
Laboratory/Laboratorium: . GLAXO WELLCOME. HERTFORDSHIRE UK —Eaboratorvikaboratorium: — BE-TABS PHARMACEUTICALS. ROODEPOORT RSA E- 5
GLAXO WELLCOME. KENT UK _ B
. GLAXO WELLCOME, MIDRAND RSA Shelf-life/Rakleeftyd: 24 months/maande 1o
Shelf-life/Rakleeftyd: - 24 months/maande Date of registration: 20 JUNE 2001 . g
_ Datum van registrasie, 20 JUNIE 2001 F%
-Date.of registration: 20 JUNE 2001 -
Datum van registrasie 20 JUNIE 2001 I
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Registration number/Registrasienommer: 34/13.4.1/0221
Name of medicine/Naam van medisyne: LOCOID CRELO

Dosage form/Doseringsvorm: EMULSION/EMULSIE
Active ingredients/Aktiewe bestanddele: :

EACH 1,0 g EMULSION CONTAINS/ELKE 1,0 g EMULSIE BEVAT
HYDROCORTISONE BUTYRATE ... 1,0 mg

Conditions of registration/Voonwaardes vir registrasie:
1.2,3.4,5a,6,7

Applicant/Applikant: PHARMAPLAN (PTY) LTD

Manufacturer/Vervaardiger: Y AMANOQUCHI EUROPE BV, MEPPEL NE':I'HERLAND

Packer/Verpakker: YAMANOUCHI EUROPE BV, MEPPEL NETHERLAND
Laboratory/Laboratorium: YAMANOUCHI EUROPE BV, MEPPEL NETHERLAND
CONSULTING CHEMICAL LAB. STAR STREET
BOKSBURG, RSA
PHARMAPLAN, MIDRAND RSA

Shelf-life/Rakleeftvd: 24 months/maande
Date of registration: - 20 JUNE 2001
Datum van registrasie 20 JUNIE 2001

Registration number/Registrasienommer: 33/20.2.8/0463
Name of medicine/Naam van medisyne: ZIAGEN ORAL SOLUTION
Dosage form/Doseringsvorm: - SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:

EACH 1,0 mi SOLUTION CONTAINS/ELKE 1.0 ml' OPLOSSING BEVAT:

ABACAVIR ... 20,0 mg

Conditions of registration/Voorwaardes vir registrasie:
[,2.3.4.5a.6, 7

Applicant/Applikant: GLAXO WELLCOME SA (PTY) LTD
Manufacturer/Vervaardiger: GLAXOQ WELLCOME, LIVERPOOL U.K

GLAXO WELLCOME, LIVERPOOL UK
GLAXO WELLCOME, MIDRAND RSA

Packer/Verpakker:

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

Shelf-life/Rakleeftvd: 24 months/maande
Date of registration: 20 JUNE 2001
Datum van registrasie 20 JUNIE 2001
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Registration number/Registrasienommer:  31/21.12/0512 Registration number/Registrasienommer: 34/25.2/0267

Name of medicine/Naam van medisyne: =~ FUGEREL TABLETS Name of medicine/Naam van medisyne: STRUCTOLIPID

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

Active ingredients/Aktiewe bestanddele:

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

FLUTAMIDE ... 250,0 mg EACH 1.0 ml EMULSION CONTAINS/ELKE 1.0 ml EMULSIE BEVAT:

PURIFIED STRUCTURED TRIGLYCERIDE ... 200,0 mg
Conditions of registration/Voorwaardes vir registrasie:

1,2,3,4,52,6,7 Conditions of registration/Voorwaardes vir registrasie:
1.2,3,4,53,6,7

Applicant/Applikant: SCHERING-PLOUGH (PTY) LTD @
: A .5 Applicant/Applikant: FRESENIUS KABI SA (PTY) LTD &
Manufacturer/Vervaardiger: SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGIUM : -
Manufacturer/Vervaardiger: FRESENIUS KABI. UPPSALA. SWEDEN %
————— Packer/Verpakker: . SCHERING-PLOUGH, HEIST—OP-DENwBERG BELGIUM S8 LR Q
“SCHERING-PLOUGH, ISANDORSA————————————_ Packer/Verpakker: _____ FRESENIUS KABI, UPPSALA, SWEDEN g
Laboratory/Laboratorium: ~ SCHERING-PLOUGH, HEIST-OP-DEN-BERG BELGHUM Laboratond/Laboratorium: _ FRESENIUS KABIL UPPSALA; SWEDEN %
SCHER.ING PLOUGH, ISANDORSA = ' KHULULEKANI LABORATORY SERVICES; ©
e e ' MIDRAND RSA o
Shelf-life/Rakleeftyd: 48 months/maande FRESENIUS KABI. MIDRAND, RSA 5
s i '.I it e E o F H X ; . O
Date of registration: 29 MAY 2001 Shelf-life/Rakleeftyd: 24 months/maande %
Datumivan registrasie: ;.29 MEI 2001 bl SHELLAL 2 ) : = 3 T
Date of registration: 20 JUNE 2001 n
Datum van registrasie 20 JUNIE 2001 =l
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Registration number/Registrasienommer: 31/20.2.8/0431
Name of medicine/Naam van medisyne: ZOCLOVAR 800 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele: .

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
ACICLOVIR ... 800,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1,2,3.4,52,6,7

Applicant/Applikant: =~ GAREC (PTY) LTD

MaﬁufacmrerNemardiger: APOTEX INC, SIGNET DRIVE W/ONTARIO CANADA
Packer/Verpakker: . - NU-PHARM INC, ONTARIO CANADA
Laboratory/Laboratorium: ~ APOTEX INC, SIGNET DRIVE W/ONTARIO CANADA

NU-PHARM INC, ONTARIO CANADA
INSTITUTE FOR PHARM & CHEM SERVICE,

TECHNIKON PRETORIA RSA
GAREC HALFWAY HOUSE RSA
Shelf-life/Raklesftyd: 24'months/maande
Date of registration: 29 MAY 2001
Datum van registrasie 29 MEI 2001

Registration number/Registrasienommer: 31/20.2.8/0430
Name of medicine/Naam van medisyne: ZOCLOVAR 200 mg
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

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

Conditions of registration/Voonwaardes vir registrasie:
1,2,3.4,52,6,7

Applicant/Applikant: GAREC (PTY) LTD
Manufacturer/Vervaardiger: APOTEX INC, SIGNET DRIVE W/ONTARIO CANADA
Packer/Verpakker: NU-PHARM INC, ONTARIO CANADA
Laboratory/Laboratorium: APOTEX INC, SIGNET DRIVE W/ONTARIO CANADA
NU-PHARM INC, ONTARIO CANADA
INSTITUTE FOR PHARM & CHEM SERVICE, TECHNIKON
- PRETORIA RSA
GAREC HALFWAY HOUSE RSA
Shelf-life/Raklecfiyd: 24 months/maande

Date of registration: 29 MAY 2001
Datum van registrasie 29 MEI 2001

12.22 ON 2%
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* . Applicant/Applikant:

Registration number/Registrasienommer: 33/11/0088

Name of medicine/Naam van medisyne: PENTASA 500 MG
Dosage form/Doseringsvorm: TABLET

Active ingredients/Aktiewe bestanddele:

EACH TABLET CONTAINS/ELKE TABLET BEVAT:
MESALAZINE ... 500,0 mg

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

FERRING (PTY) LTD

 Manufacturer/Vervaardiger: FERRING A/S, VANLOSE, DENMARK

Packer/Verpakker:  FERRING A/S, VANLOSE, DENMARK

————— Labesatory/Laboratorium: __ FERRING A/S, VANLOSE, DENMARK

CONSULTING CHEMICAL LAB, STARSTREET

Registration number/Registrasicnommer:  93/21,9/5

Name of medicine/Naam van medisyvne: QUINABIC 7 %
Dosage form/Doseringsvorm: INJECTION/INSPUITING
Active ingredients/Aktiewe bestanddele:

EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT:
NORFLOXACIN NICOTINATE ... 70,0 mg

Conditions of registration/Voorwaardes vir registrasie:
1.2,3.4,6.7

Applicant/Applikant: TEVA PHARMACEUTICALS (PTY) LTD
Manufacturer/Vervaardiger: ABIC LTD, NETANYA ISRAEL

Packer/Verpakker: ABIC LTD, NETANYA ISRAEL

Laboratory/Laboratorium:  ABIC LTD, NETANYA ISRAEL

SOUTH AFRICAN BUREAU OF STANDARDS,

Datum van registrasie

PRDETODRTA-RCA

BOKSBURG, RSA™—
FERRING, MIDRAND RSA
- Shelf-life/Rakieeftyd: 24 months/maande
~:Date of registration:... ... ,17 MAY 2001
17 MEI 2001

FRETUMMA RSA

TEVA. INDUSTRIA RSA

Shelf-life/Rakleeftyd: 24 months/maande
Date of registration: 29 MAY 2001
Datum van registrasie 29 MEI 2001

€6 L2l22 ON
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Registration number/Registrasienommer: 33/1.2/0043
‘Name of medicine/Naam van medisyne:  REZAK

- Dosage formyDoscringsvorny: CAPSULES/KAPSULES

Active ingradients Aktiewe bcsmndc.iclc:

EACH CAPSULE CONTAINS/ELKE KAPSULE BEVAT:

FLUOXETINE HYDROCHLORIDE EQUIVALENT TO FLUOXETINE ... 20. U mg

Conditions of registration’V'oorwaardes vir registrasie:
L2.3. 4 52.6.7

Applicant/Applinant: TRIOMED (PTY)LTD
Manufacturer/Venaardiger: SIEGFRIED PHARMA. ZOFINGEN. SWITZERLAND

PackersVerpakker:
LONGDALE RSA

Laboratory/Laboratorium: ~ SIEGFRIED PHARMA. ZOFINGEN. SWITZERLAND

DIVPHARM MANUFACTURING AND PACKAGING.

LONGDALE RSA
INSTITUTE FOR PHARM & CHEM SERVICE.
TECHNIKON PRETORIA RSA
TRIOMED. DURBANVILLE RSA

£

Shelf-hfe/Rakleefivd. 12 months/maande

Date of registration: I MAY 2001
Datum van registrasic 11 MEL206

DIVPHARM MANUFACTURING AND PACKAGING.

Registration number/Registrasienommer: 33/34/0254

Name of medicine/Naam van medisyne: HYDROGEN PEROXIDE SOLUTION
30 VOLUMES - DAROL

Dosage form/Doseringsvorm: SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele:

EACH 1000,0 mi SOLUTION CONTAINS/ELKE 1000,0 m{ OPLOSSING BEVAT :
HYDROGEN PEROXIDE SOLUTION ... 192,57 g

C_o:;ditions of registration/Voorwaardes vir registrasie:
1,2,3,4,52,6,7
Applicﬁnthp‘ﬁlikant: BARRS PHARMACEUTICAL INDUSTRIES CC
ManufacturerNervaardiger: 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: 17 MAY 2001
Datum van registrasic

17 MEI 2001

L2l22 ON ¥S
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Registration number/Registrasienommer: 29/10.2.2/0156

Name of medicine/Naam van medisyne: GAREC-CARBOSISTEINE
Dosage form/Doseringsvorm SYRUP/STROOP

Active ingredients/Aktiewe bestanddele:

EACH 5,0 ml SYRUP CONTAINS/ELKE 5,0 ml STROOP BEVAT :
CARBOCISTEINE ... 250,0 mg '

Conditions of registration/Voorwaardes vir registrasie:
1.2.3,4.5a. 6,7

Applicant/Applikant: GAREC (PTY)LTD

Manufacturer/Vervaardiger: SAD SELF MEDICATION, EAST LONDON RSA
WRAPSA, CENTURION RSA

Packer/Verpakker: SAD SELF MEDICATION, EAST LONDON RSA

WRAPSA, CENTURION RSA

- Laboratory/Laboratorium:—~SAD SELF- MEDICATION; EAST LONDON RSA ———

WRAPSA, CENTURION RSA
GAREC, WOODMEAD SANDTON RSA

Shelf-life/Rakleeftyd: - 24 months/maande

Date of registration: 30 MARCH 2001
Datum van registrasie 30 MAART 2001

1002 HIFOLO 6L NVHIONSLVYVLS

g8 /glcc 'ON



56 No.22727 .. ... . GQ_VEHNMENT GAZETTE, 9 OCTOBER 2001

Registration numberfRegistr_ésienoihmcr: 34!34!04'47
Name of medicine/Naam van ﬁiedisync: BSSPLUS
Dosage form/Doseringsvorm: " SOLUTION/OPLOSSING

Active ingredients/Aktiewe bestanddele: g ' y
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT
CALCIUM CHLORIDE DIHYDRATE ... 0,154 mg- -

GLUCOSE ... 0,92 mg

GLUTATHIONE ... 0,184 mg

MAGNESIUM CHLORIDE ..02mg

POTASSIUM CHLORIDE ... 0,38 mg

SODIUM CHLORIDE ...7, 14 mg

Conditions of reglstratlonNoorwaardcs vir rchstrasne
1,2,3,4,52,6,7

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

Manufacturer/Vervaardiger: ALCON, FORT WORTH.TEXAS USA
BAXTER, ILLINOIS USA
. SA ALCON-COUVREUR NV PUURS, BELGIUM

Packer/Verpakker: ALCON, F ORT WOR'IH,TEXAS USA
: - BAXTER, ILLINOIS USA

Laboratory/Laboratorium: ALCON, FORT WORTH,TEXAS USA
- ' BAXTER, ILLINOIS USA
ALCON, RANDBURG RSA
SOUTH AFRICAN BUREAU OF STANDARDS,
PRETORIARSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 01 AUGUST 2001
Datum van registrasic =~ 01 AUGUSTUS 2001




STAATSKOERANT,

|
9 OKTOBER 2001

No. 22727 57

Registratibh numbéffRegisﬁ‘asienomer:

Name of medicine/Naam van medisyne:

EE
|
Active ingredients/Aktiewe bestandde‘e

EACH TABLET CONTAINS/ELKE TAE

Dosage form/Doseringsvorm:

NEBIVOLOL HYDROCHLORIDE EQUF

NEBIVOLOL ... 5,0 mg

I

Conditions of registration/V oorwaard%s %
'1,2,3,4,5a,6,7 J

ADCOCK I

s

Applicant/Applikant:

Manufacturer/V ervaardlger' BE

| aw 1, 3/0495

\IEBILETS MG -

J;ABLET

SLET BEVAT: .
VALENT TO

rregistrasie: ;

INGRAM LTD

Packer/Verpakker: BERLIN-CHEMIE GLIENICKER, BERLIN _
GERMA
' ADC Kg\!GRAM HEALTHCARE,
'CLAYVILLE RSA
Laboratory/Laboratorium: RLIN-C HﬁMIE TEMPELHOFER BERLIN
N ‘I—I|EMIE , GLIENICKER, BERLIN
_ MGMM HEALTHCARE,
ILERSA
Shelf-life/Rakleeftyd: 24 monthg/maande
Date of registration: 03 AUGUST 2001 -
03 AUGSTUS 2001

Datum van registrasie

HEMIE TEMPELHOFER, BERLIN
{ i

l

|

f




58 No. 22727 GOVERNMENT GAZETTE, 9 OCTOBER 2001

Registration numberfRegistrésienommer: 33/30.1/0346
Name of medicine/Naam van medisyne: PRIORIX
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:

EACH 0,5 ml DOSE CONTAINS/ELKE 0,5 ml DOSIS BEVAT:
MEASLES VACCINE(LIVE ATTENUATED) ... 10*” CCIDs,
MUMPS VIRUS ... 107 CCIDs,

'RUBELLA VACCINE (LIVE ATTENUATED) ... 10*° CCIDs,

Conditions of registration/Voorwaardes vir registrasie:
1,2.3,4,52,6,7

Applicant/Applikant: SMITHKLINE'BEECHAM PHARMACEUTICALS (PTY) LTD

Manufacturer/Vervaardiger: SACHSISCHE SERUMWERKGmbH, DRESDEN,
' GERMANY ;

SMITHKLINE BEECHAM, (BIO MAN) RIXENSART
BELGIUM

Packer/Verpakker: SACHSISCHE SERUMWE GmbH,DRESDEN,GERMANY
SMITHKLINE BEECHAM, (BIO MAN) RIXENSART
BELGIUM i
SMITHKLINE BEECHAM, (BIO MAN) WAVRE BELGIUM
SMITHKLINE BEECHAM, (BIO) GENVAL BELGIUM
SMITHKLINE BEECHAM, EPPING RSA

Laboratornydboratorium: SMITHKLINE BEECI—IAM, (BIO MAN) RIXENSART

BELGIUM
SMITHKLINE BEECHAM., EPPING RSA

Shelf-life/Rakleeftyd: 24 months/maande

Date of registration: 15 JUNE 2001
Datum van registrasie 13 JUNIE 2001




|

| STAATSKOERANT, § OKTOBER 2001

No. 22727

59

|
?
Registration numberfRegistra.sienommterzll 34
|
Name of medicine/Naam van medisyne: | AC
|
. |,
Dosage form/Doseringsvorm: s I TA

|
Active ingredients/Aktiewe bestanddele‘.||
EACH TABLET CONTAINS/ELKE TABL]
RISEDRONATE SODIUM ... 30,0 mg |

/3210115
TONEL 30 mg.

BLET

T BEVAT: -

Conditions of registration/Voorwaardes vir registrasie: ©

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

Applicant/Applikant: AVENTI PHF;RMA (PTY)LTD

Manufacturer/V érvaardigcr: PROCTER & GAMBLE, NORTH NORWICH, NEW YORK
USA -

Packer/Verpakker: AVENTIS PHARMA, SCOPPITO, ITALY

PROCTER/ & GAMBLE, LONGJUMEAU,FRANCE

PROCTER & GAMBLE, WEITERSTADT, GERMANY

AVENTI_S|PI—DLRMA WALTLOO RSA -

Laboratory/Laboratorium: PROCTE & GAMBLE NORTH NORWICH, NEW YORK

USA

AVENTIS PHARMA, SCOPPITO, ITALY
PROCTER & [GAMBLE, LONGJUMEAU,FRANCE

PROCTER & (GAMBLE, WEITERSTADT, GERMANY

AVENTE PHARMA WALTLOO RSA

Shelf-life/Rakleeftyd: -~ 24 months mac.ndé

Date of registration: 18 JUNE 2001 -
Datum van registrasie 18 JUNIE 2001




‘60 No. 22727 GOVERNMENT GAZETTE, 9 OCTOBER 2001

Registration number/Registrasienommer:  98/3.1/4
& Name of medicine/Naam van medisyne: ~ LEGEND
Dosage form/Doseringsvorm: INJECTION/INSPUITING

Active ingredients/Aktiewe bestanddele:
EACH 1,0 ml SOLUTION CONTAINS/ELKE 1,0 ml OPLOSSING BEVAT
SODIUM HYALURONATE ... 10,0 mg

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

Applicant/Applikant: BAYER (PTY) LTD
Manufacturer/Vervaardiger: BAYER, SHAWNEE MISSION, USA

Packer/Verpakker: BAYER, SHAWNEE MISSION, USA ;
T BAYER ANIMAL HEALTH, PIETERMARITZBURG RSA
KVP PHARMA-UND VETERN,RPRODUKTE, KIEL
GERMANY

Laboratornyaboratonum BAYER, SHAWNEE MISSION,USA s
KVP PHARMA-UND VETERN,,RPRODUKTE KIEL
GERMANY
BIOCHEMICAL & SCIENTIFIC CONSULTANTS HILTON
RSA
SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA
RSA
BAYER, ISANDO RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 28 MAY 2001
Datum van registrasie 28 MEI 2001




- STAATSKOERA

ANT, 19 OKTOBER 2001 Ne. 22727 61

Registration number/Registrasienommier:

Name of medicine/Naam van medisyne:
Dosage form/Doseringsvorm: -
Active ingredients/Aktiewe bestanddele

EACH 1,0 ml SOLUTION CONTAINS
SODIUM HYALURONATE ... 10.0 m

Uy

98/3.1/4
LEGEND
INJECTION/INSPUITING

ELKE 1,0 ml OPLOSSING BEVAT:

Conditions of registration/Voorwaardes vir rggistrasie:

1,2.3,4,6,7

Applicant/Applikant: BAYER (PTY)|LTD

Manufacturer/Vervaardiger: BAYER, SHA

JEE MISSION,USA

Packer/Verpakker: BAYER, SHA
LIS e BAYER ANIMAL HEALTH, PIETERMARITZBURG RSA
KVP PHARMAFUND VETERN, RPRODUKTE, KIEL
GERMANY '

Laboratornyaboratonum BAYER, SHA
BIOCHEMI CAL

RSA'

VEE MISSION, USA -
& SCIENTIFIC CONSULTANTS, HILTON

KVP PHARMA+UND VETERN, RPRODUKTE, KIEL

GERMANY

RSA

SOUTH AFRICAN BUREAU OF STANDARDS, PRETORIA

BAYER, ISANDO RSA

Shelf-life/Rakleeftyd: 36 months/maande

Date of registration: 28 MAY 200
Datum van registrasie 28 MEI 2001

1
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Dog ate your Gazette?
read it online

www. 51 (azelfes.co.za

lllll!&ﬁ%%&&ﬁaga&n#ﬁﬁaﬁﬁ

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 Prown(;lal 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.

Offer Bill Tracker - comp!ementmg 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

12) 6_'63;'3543,.T':Gll-free:; 0800 11 11 73, e-mail: info@sabinet.co.za, www: http:/fwww.sabinet.co.za
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Looking for back copies

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 ‘
000! PRETORIA [

Tel.:(012) 321-8931, Fax: (012) 325—5.98'4

E-mail: infodesk@nlsa.ac.za

Soete u ou lopies en wi
Sfa@fd/zoeamf

Die Nasionale Biblioteek van SA het hulle!

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

Nasionale Biblioteek van SA, Pretoria Divisie

Posbus 397
0001 PRETORIA

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

E-pos: infodesk@nlsa.ac.za

Provincial Gagetles?
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