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GENERAL NOTICE 
ALGEMENE KENNISGEWING 

NOTICE 226 OF 2006 

.MEDICINES CONTROL COUNCIL · · 

CONDI110NS OFREGISTAA'fiOHOF A. MEDICINE lNTERMS OF 'Of! PROVISIONS OF SEC110N 
1G(r} OFTtiE .EDICINES AND MLAT!D·SU~ A~ 196.5 (ACT No~·101 OF 186.5) 

. . . 
1. ~ appD~ ~ e.nsure1hat the -medicine. is manufacturect and controlled In terms: of current 
· Good Man.ufa~rtng Pi'actlc$s &$~ned llY Counc:$. . . 

2. -The ·manufacture. of this madlcfne Is ·$Ubfe.ct to regular investigation and li1epeotions by the 
· _li:\8p8Ct0r$ appQioted·ln terms Qf Seation 26 ot the. Act. to ass. compliance wttn cu.r.rent·Good 
. Manutaoturi.ng P~ 

. 3. · na. lnfQrrnatlon In the paokage lnsert shall. be updated on a regular·~~ to co~ to. the· 
pao~cag&.lnsert -~ appi'QV$d· by CouOC.ll~ · 

.4. The appll~ mu$1' coniply with all the legal -~trernems of the Medici,_ $nd Aetat$d 
~Act. taes (Att No._ 1ot of. t965}. . 

5. The nQstratlon of thfa. .. medtclne shall be subJ~ ~·regular revrew -~g lts. quajfty, . .-tety· 
and-~, and· the registration otthl.• medicine may be: varie.ct .$.UbJeOt to.laa.uea ~OQt,l·may . 
c(eem fit. . . 

e. The first. two procluQtlon ·batches must b8 fUllY. validated In, ~ of the .d_etallect proce.ss. 
validation proto.col·•ubmltted at 1ht time of ~plicatiOn for reglstratlQn~ andtt\8 validation .report 
must be aubmJtted. wHhln a montll attar completion ot 1ll&. vaUdatiQn~ · 

7. Tb& ~lstratlon doa&iar ts S.t.(bject;to review e.t tnt8rv.ats as ~~ by Oouncll .. 
a. A poat-regtention lnepeQtion mu$t be. conc,tuct«f. ln the fira.t production ·bato.h .Qf the ~ 

manufactured prOduct . · · · 
. 9. A ~regla.tratJon frtspectfon must be cooducted on the first pi'Qductfon batoh. man~ 

· . by eao.h tocat manufaclufW• . 

10. A.poat-•tstration lnspedion must be..concluQt,ct on Ule·tlr$ pradUQtion. batch .of the 1m.pQ.rtad 
produqt. . . . 

11·~ Markefng. q the product may· onlY commence foUowtng -a sa~ ()QSt·re;lstration 
fna.peollo.n report. . . . 

12. Ooe aampte of·e~ baton, together wlth fou.r coples of IM-p~ for~g of the bulk tQt 
$1Cf·1Wfng lot. and abc oopf'.S of the cer1ifica.te of ret-. .JSstJed: by a competent.aho~ In the 
oountry In whlcJl the pt'Q.duct Vi&$ manufactured,. must be suPmlttect tc> the eouncll, for lot 
1'81..-. purpos.ee. . .. 

13.. lhe expJ,Y· d$. a.llocated. shall be- modlfle4 by adding a etat$rnent 1hat tle VinJS .,_.ns ,are 
cumantty recommended fOr SouthAfriqan u~ i~ the-specifiC yeer. . 

14~ The strains of1he 1118$ter seed. vl~es mUst b$.app~ byh[)epartmentof Health tOr each 
~ .. 
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MRF 15 (MBR 15) 

Registration number: 01/2.1/14 

Name of medicine: ALFAXAN-CD RTU Anaesthetic Injection . 
Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ALFAXOLONE 10,O MG 

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

Applicant: KYRON LABORATORIES (PTY) LTD 

Manufacturer: JLTROX, RUTHERFORD, NEW SOUTH WALES, 
AUSTRALIA 

Packer: JUROX, RUTHERFORD, NEW SOUTH WALES, 
AUSTRALIA 

Laboratory: FPRC: JUROX, RUTHERFORD, NEW SOUTH WALES, 
AUSTRALIA 

FPRCFPRR: KYRON LABORATORIES, BENROSE, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A0412 1.9102 

Name of medicine: RILEXINE 75 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CEPHALEXIN MONOHYDRATE EQUlVAUNT TO 
CEPHALEXLN 75,O MG 

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

Applicant: VIRBAC RSA (PTY) LTD 

Manufacturer: VIRBAC SA, CARROS-CEDEX, FRANCE 

Packer: VIRBAC SA, CARROS-CEDEX, FRANCE 
VIRBAC RSA, CENTURION, RSA 

Laboratory: FPRC: VIRBAC SA, CARROS-CEDEX, FRANCE 
INSPECTORATE M&L, ORMONnE, 
JOHANNESBURG, RSA 

FPRCIFPRR: VIRBAC RSA, CEIVTURION, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: A04/21.9/03 

Name of medicine: RILEXINE 300 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CEPHALEXIN MONOHYDRATE EQUIVALENT TO 
CEPHALEXIN 300,O MG 

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

Applicant: W A C  M A  (l"TY) LTD 

Manufacturer: VIRBAC SA, CARROS-CEDEX, FRANCE 

Packer: VIRBAC SA, CARROS-CEDEX, FRANCE 
VIRBAC RSA, CENTURION, RSA 

Laboratory: FPRC: W A C  SA, CARXOS-CEDEX, FRANCE 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCLFPRR: VlRBAC RSA, CENTURION, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

A0412 13/04. 

RILEXINE 600 

TABLET 

EACH TABLET CONTAINS: 
CEPHALEXlN MONOHYDRATE EQUIVALENT TO 
CEPHALEXIN 600,O MG 

W A C  RSA 0 LTD 

VIRBAC SA, CMOS-CEDEX, FRANCE 

W A C  SA, CMOS-CEDEX, E " C E  
VIRBAC RSA, CENTURION, RSA 

W A C  SA, CARROS-CEDEX, FRANCE 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRC/FPRR: W A C  RSA, CENTURION, M A  

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

8 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacture: 

Packer: 

Laboratory: FPRC: 
FPRR: 

Shelf-life: 

Date of registration: 

9311 6.113 

SYNLTLOC PRED LC 

INFUSION 

EACH SYRINGE C0N"S:  
AMOXYCLWSN TRMYDRATE EQWALENT TO 

200,O MG A M o x Y c l L m  
POTASSIUM CLAVU"ATE EQUIVALENT TO 
CLAVULANIC ACID 50,O MG 
PREDNISOLONE 10,O MG 

PFIZERLABORATORIES fpTy) LTD 

PFIZER ITAL,IANA S.p.A, LATINA, ITALY 

PFIZER ITAIJANA S.p.A, LA'I"A, ITMY 

PF'IZER ITALIANA S.p.A, LATINA, ITALY 
PFIZER LABORATORIES, PIETERMARITZBURG, 
RSA 

18 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 5/7.1/0 179 

Name of medicine: DINATRIX 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
INDAPAMIDE 2,s MG 

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

Applicant: PHARMACARELMTED 

Manufacturer: LENNON LTD, KORSTEN PORT ELIZABETH 

Packer: LENNON LTD, KORSTEN PORT ELIZABETH 

Laboratory: FPRCEPRR: LENNON LTD, KORSTEN PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 48 months packed in Secwitainers 
36 months packed in Blisters 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

. 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

36/21.5.1/0105 

METICORTEN 20 MG TABLETS 

TABLET 

EACH TABLET CONTAINS: 
PREDNISONE 20,O MG 

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

SCHIERIPJG-PLOUGH (PTY) LTD 

SCHEmG-PLOUGH, ISANDO, RSA 

SCHERING-PLOUGH, ISANDO, RSA 

Laboratory: FPRC/FPRR: SCHERING-PLOUGH, IS ANDO, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 36/24/0 176 

Name of medicine: POTIDE 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
POTASSIUM CHLORIDE 600,O MG 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: 

Packer: 

Laboratory: 

NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

FPRCRPRR: NOVARTIS, SPARTAN, WMPTON PARK, RSA 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months packed in Blisters 
60 months packed in HOPE securitainers 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (Ml3R 15) 

Registration number: 36/20.1.1/022 1 

Name of medicine: BETAMYCIN 250 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ERYTHROMYCIN STEARATE EQUIVALENT TO 
ERYTHROMYCIN 250,O mg 

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD 

Manufacturer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

Packer: KOPRAN LTD, KHALAPUR, RAIGAD, INDIA 

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

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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~- 

MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

4 .. Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

3 6/20.1.1/024 1 

PHARMACARE AMlKACIN 100 MG/2 ML 

INJECTION 

EACH 2,O ml SOLUTION CONTAINS: 
AMIKACIN SULPHATE EQUIVALENT TO 
AMIKACIN 100,O MG 

PHARMACARELMITED 

BODENE, KORSTEN, PORT ELIZABETH 
PHARMA-Q, INDUSTRIA, J0HA"ESBUR.G 

BODENE, KORSTEN, PORT ELIZAEIETH 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

BODENE, KORSTEN, PORT ELIZABETH 

PHAR.IbUCA.RE LTD, KORSTEN, PORT ELIZABETH 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

48 months 

25 NOVEMBER 2005 
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. 

MRF 15 (MBR 15) 

Registration number: 36/20.1.1/0242 

Name of medicine: P€URh!lACARE AMIKACIN 500 MGI2 ML 

Dosage form: INJECTION 

Active ingredients: EACH 2,O ml SOLUTION CONTAINS: 
AMIKACIN SULPHATE EQUIVALENT TO 
AMIKAC" 500,O MG 

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

Applicant: PHARMACAFWLMITED 

Manufacturer: BODENE, KORSTEN, PORT ELIZABETH 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Packer: BODENE, KORSTEN, PORT ELIZABETH 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

Laboratory: FPRC: BODENE, KORSTEN, PORT ELIZABETH 
PHARMA-Q, INDUSTRIA, JOHANNESBURG 

FPRR: PHARMACAlXE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 48 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) ,/ 
! 

Registration number: 36/7.1.3/029 1 

Name of mediehe: P & U BNALAPRIL MALEATE 2,5 MG 

Dosage form: TABLET 

Aetive ingredients: EACH TABLET CONTAINS: 
ENALAPRIL MALEATE 2,5 MG 

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

Applicant: PHARMACIA S.A. LTD 

Manufacturer: 

Packer: 

DEXCEL LTD, OR AKIVA, ISRAEL. 

DEXCEL LTD, OR AKIYA, ISRAEL 

Laboratory: FPRC: DEXCEL LTD, OR AKNA, ISRAEL 
PEN0 PRODUCTSy JERUSALEM, ISRAEL 
SOUTH AFRICANBUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
K H U L U L E W  LABORATORY SERVICES, 
MIDRAND, RSA 

FPRR: PHARMACIA, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: 36/7.1.3/0292 

Name of medicine: P & U ENALAPRIL MALEATE 5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ENALAPRIL MALEATE 5,O MG 

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

Applicant: PHARMACLA S.A. (PTY) LTD 

Manufacturer: DEXCEL LTD, OR AKIVA, ISRAEL 

Packer: DEXCEL LTD, OR AKIVA, ISRAEL 

Laboratory: FPRC: DEXCEL LTD, OR AKIVA, ISRAEL 
PERIO PRODUCTS, JERUSALEM, ISRAEL 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
KHULULEKA.NI LABORATORY SERVICES, 
MIDRAND, RSA 
PHARMACIA, MIDRAND, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 @IBR 15) 

Registration number: 36/7.1.3/0293 

Name of medicine: P & U ENALAPRIL MALEATE 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ENALAPRIL MALEATE 10,O MG 

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

Applicant: PHARMACIA S.A. (PTY) LTD 

Manufacturer: DEXCEL LTD, OR AKIVA, ISRAEL 

Packer: DEXCEL LTD, OR AKIVA, ISRAEL 

Laboratory: FPRC: DEXCEL LTD, OR AKWA, ISRAEL 
PERIO PRODUCTS, JERUSALEMy ISRAEL 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
KHULIJLEKANI LABORATORY SERVICES, 
MIDRAND, RSA 

FPRR: PHARMACIA, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MlZF 15 (Ml3R 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: F'PRC: 

FPRR: 

Shelf-life: 

Date of registration: 

36/7.1.3/0294 

P & U ENALAPRIL MALEATE 20 MG 

TABLET 

EACH TABLET CONTAINS: 
ENALAPRlL MALEATE 20,O MG 

PHARMACIA S.A. (PTY) LTD 

DEXCEL LTD, OR AKIVA, ISRAEL 

DEXCEL LTD, OR AKXVA, ISRAEL 

DEXCEL LTD, OR AKIVA, ISRAEL 
PERIO PRODUCTS, JERUSALEM, ISRAEL 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PFETORIA, RSA 
KHULULEKANI LABORATORY SERVICES, 
MIDRAND, RSA 
PHARMACIA, MIDRAND, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
~ 

Registration number: 3612.810379 

Name of medicine: MYBUCOD 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
IBUPROFEN 200,O MG 
PARACETAMOL 350,O MG 
CODEINE PHOSPHATE 10,O MG 

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

Applicant: PNARMACARELIMITED 

Manufacturer: LEIWON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MBDICATION, WZLSONTA, 
EAST LONDON 

Packer: LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATIONy WILSONLA, 
EAST LONDON 

Laboratory: FPRC: LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONTA, 
EAST LONDON 

FPm. PHARMACARE, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (M.€3R 15) 

Registration number: 36/7.1.3/0382 

Name of medicine: DIOVAN 40 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VALSARTAN 40,O MG 

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

Applicant: N0VAR"IS SOUTIE AFRICA (Po LTD 

Manufacturer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SwrrzERLA.ND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRC/FPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

S he1 f-life : 24 months 

. Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Msuzufacturer: 

Packex: 

36f2.210524 

sANDoz-zoPIcLoNE 3,75 

TABLET 

EACH TABLET CONTAINS: 
ZOPICLONE 3,75 mg 

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

SANDOZ (PTY) LTD 

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRCiFPR: NOVARTIS SA, SPARTAN, KEMPTON PARK, RSA 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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~ 

MRF 15 (MBR, 15) 
~~ ~ 

Registration number: 37/13.4.2/0040 

Name of medicine: TRETODERM 10 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ISOTRETINOIN 10,O mg 

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

Applicant: H E W  PHARMA (SA) (PTY) LTD 

Manufacturer: SWISS CAPS, KIRCHBERG, SWITZERLAND 

Packer: DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: FPRC: SWISS CAPS, KIRCHBERG, SWITZERLANII 
PHARMA-Q, INDUSTRIA WEST, GAU'TENG, RSA 
CONSULTING CHEMICAL, LABORATORTES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR. HEXALPHARMA, WESTMEAD, RSA 

S he1 f-li fe: 24 months 

. Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/13.4.2/0041 

Name of medicine: TRETODERM 20 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ISOTRETINOIN 20,O mg 

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

Applicant: HEXAL PHARMA (SA) (PTY) LTD 
1 

Manufacturer: SWISS CAPS, KIRCI.IBERG, SWITZERLAND 

Packer: DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA WEST, GAIJTENG, RSA 

Laborat0ry:FPRC: SWISS CAPS, KIRCHBERG, SWITZERLAND 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
CONSULTING CNEMICAL LAE30RATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

Fpm MEXALPHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer : 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

3 71 5.410 1 06 

DAS-OXYBUTY" HCL 5 MG 

TABLET 

EACH TABLET CONTAINS: 
O X Y B U "  HYDROCHLORIDE 5,O MG 

STRIDES SA (PTY) LTD 

ROTTENDORF PHARMA GmbH, 
ENNIGERLOH, GERMANY 

ROTTENDORF PHARMA GmbH, 
ENNIGERLOH, GERMANY 
DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, M A  
PHARMA NATUM, WYNBERG, SANDTON, RSA 

ROTTENDORF PHARMA GmbH, 
ENNIGERLOH, GERMANY 
COLUMBLA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BOKSBURG, RSA 
SYNTHON, "EGEN, THE NETHERLANITS 
STRIDES, ARCADIA, PRETORIA, RSA 

36 months 

25 NOVEMBER 2005 

\ 
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MRF 15 (MBR 15) 

Registration number: 37/34/0145 

Name of medicine: DILUENT FOR HSPERDAL CONSTA 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
SODIUM CARBOXYMETHYLCELLULOSE 22,5 MG 

1% 

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

Applicant 1 JANSSEN PHARMACEUTICA (PTY) LTD 

Manufacturer: VETTER PHARMA FERTIGUNG GmbH, 
RAVENBERG, GERMANY 

Packer: CLAG AG, SCHAFFHAUSEN, SWITZERLAND 

Laboratory: FPRC: JANSSEN PHARMACEUTICA W ,  BEERSE, 
BELGIUM 

RSA 
FPRR: JANSSEN PHARMACEUTICA, HALFWAY HOUSE, 

She1 f-life: 36 months 

Rate of registration: 25 NOVEMBER 2005 
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 15  15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

S helf-li fe: 

Date of registration: 

 

 ORAL SOLUTION 

SOLUTION 

EACH   SOLUTION CONTAINS: 
 HYDROCHLORIDE EQUIVALENT TO 
  MG 

CIPLA MEDPRO  LTD 

CIPLA LTD, SATARA, INDIA 
CPLA   BOMBAY, INDIA 

CIPLA     

CIPLA LTD,  BOMBAY, INDIA 

CIPLA LTD,  INDIA 
CIPLA LTD,  BOMBAY,  
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/34/0 1 5 8 

Name of medicine: MYFORTIC 180 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
MYCOPHENOLATE SODIUM EQWALENT TO 
MYCOPHENOLATE 18O,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Mandactwer : NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN, 
SCHAF'FHAUSERSTRASSE, STEIN, SurITzERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCRPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEME3ER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/34/01 59 

Name of medicine: MYFORTIC 360 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAlNfj: 
MYCOPHENOLATE SODIUM EQUTVALENT TO 
MYCOPHENOLATE 360,O MC 

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

Applicant: NOVARTIS SOUTH AFRTCA (PTY) LTD 

Manufacturer: NOVARTIS PHARMA S T " ,  
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, S W I T Z E W  
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMG STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRC/FPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date ofregistration: 25 NOVEMBER 2005 



30 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 (MBR 15) 

Regstration number: 37/2.6.5/0188 

Name of medicine: CLOZAPINE-HEXAL 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTALNS: 
CLOZAPINE 25,O MG 

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

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

ManL&Cturer: HEXAL AG, HOLZKIRCHEN, GERMANY 

Packer: HEXAL AG, HOLZKIRCHEN, GERMANY 
DIVPHARM MANUFACTURTNG & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRIA WEST, M A  

Laboratory: FPRC: HEXAL AG, HOLZKIRCHEN, GERMANY 
PHARMA Q, JNDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEIvfPTON PARK, RSA 

FPm: HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37l2.6.510 189 

Name of medicine: CLOZAPINE-HEW 50 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLOZMINE 50,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: H E W  AG, HOLZKIRCKEN, GERMANY 

Packer: HEXPLL. AG, HOLZKJRCHEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRIA WEST, RSA 

Laboratory: FPRC: H E W  AG, HOLZKIRCHEN, GERMANY 
PHARUA Q, INDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PKARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/2.6.5/0 190 

Name of medicine: CLOZAPINE-HEW 100 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLOZAPINE 100,O MG 

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

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

Manufacturer: HEXAL AG, HOLZKRCHEN, GERMANY 

Packer: HEXAT-, AG, HOLZKIRCHEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRIA WEST, RSA 

Laboratory: FPRC: HEXAL AG, HOLZKlRCHEN, GERMANY 
PHARMA Q, INDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

28511 -1 
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MRF 15 (MBR 15) 
_ _  

Registration number: 37/2.6.5/0191 

Name of medicine: HEXALCLOZAPW 25 MG TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLOZAPINE 25,O MG 

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

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

Manufacturer: H E W  AG, HIOLZKRCHEN, GERMANY 

Packer: H E W  AG, HOLZKIRCHEN, GERMANY 
DIVPHARM M A " G  & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRIA WEST, RSA 

Laboratory: FPRC: ' H E W  AG, HOLZKRC€IEN, GERMANY 
PKARMA Q, INDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, M A  
ANALYTICON, KEWTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

G06-013440-2 2851 1 -2 
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MRF 15 (MBR 15) 

Registration number: 3 712.6.510 1 92 

Name of medicine: HEXAL-CLOZAPINE 50 MG TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLOZAPM 50,O MG 

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

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

Manufacturer: H E W  AG, HOLZIURCHEN, GERMANY 

Packer: HEXAL AG, HOLZKZRCHEN, GERMANY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRLA WEST, RSA 

Laboratory: FPRC: H E W  AG, HOLZKIRCHEN, GERMANY 
PHARMA Q, INDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 

-- . 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 
I 
t 

37/2.6.5/0193 

HEW-CLOZAPLNE 100 MG TABLETS 

TABLET 

EACH TABLET CONTAINS: 
CLOZAPINE 100,O MG 

H E X  PHARMA (S.A.) (PTY) LTD 

H E W  AG, HOLZKJRCHEN, GERMANY 

HEXAL AG, HOLZKIRCHEN, GERMANY 
DIVPHARM MA"AC"G & PACKAGING, 
LONGDALE, RSA 
PHARMA Q, INDUSTRIA WEST, RSA 

H E W  AG, HOLZKIRCHEN, GERMANY 
PHARMA Q, INDUSTRIA WEST, RSA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMl'TON PARK, RSA 
H E W  PHARMA, WESTMEAD, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 ( M E R  15) 

Registration number: 37/2.2/0211 

Name of medicine: DAS-MIDAZOLAM 5 MG/5 ML 

Dosage form: INJECTION 

Active ingredients: EACH 5,O ml AMPOULE CONTAINS: 
MJDAZOLAh4 5,O MG 

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

Applicant: STRIDES S.A. (PTY) LTD 

Manufacturer: PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRTA GmbH, LINZ, AUSTRIA 

Packer: PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LWZ, AUSTRIA 
DNPHARM M A M J F A C m G  & PACKAGING, 
LONGDALE, RSA 
PHARMA NATURA, WYNBERG, SANDTON, RSA 

Laboratory: FPRC: PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LINZ, AUSTRLA 
INSTITUTE FOR PHARMACEUTICALS SERVICES, 
BARI>ENE, BOKSBURG, RSA 
SYNTHON BV, NIJMEGEN, THE “HERLANDS 

FPRR: STRIDES, ARCADIA, PRETORIA, RSA 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life : 

Date of registration: 

3 7/2.2/02 12 

DAS-MIDAZOLAM 15 MG/3 ML 

INJECTION 

EACH 3,O ml AMPOULE CONTAINS: 
MIDAZOLAM 15,O MG 

STRlDES S.A. (PTY) LTD 

PHARMA HAMELN GrnbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GrnbH, LINZ, AUSTRIA 

PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LNZ, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA NATURA, WYNBERG, SANDTON, RSA 

PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LINZ, AUSTRIA 
INSTITUTE FOR PHARMACEUTICALS SERVICES, 
BARDENE, BOKSBURG, RSA 
SYNTHON BV, NIJMEGEN, THE NETHERLANDS 
STRIDES, ARCADLA, PRETORIA, RSA 

24 months 

25 NOVEMBER 2005 

i 
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MRF 15 (MBR 15) 

Registration number: 3 7/2.2/02 1 3 

Name of medicine: DAS-MIDAZOLAM 50 MG/10 ML 

Dosage form: INJECTION 

Active ingredients: EACH 10,O ml AMPOULE CONTAINS: 
MlDAZOLAM 50,O MG 

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

Applicant: STRIDES S.A. (PTY) LTD 

Manufacturer: PHARMA HAMELN GmbH, HA.MELN, GERMANY 
NYCOMED AUSTRIA GmbH, LINZ, AUSTRIA 

Packer: PHARMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LINZ, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA NATURA, WYNBERG, SANDTON, RSA 

Laboratory: FPRC: PHCIRMA HAMELN GmbH, HAMELN, GERMANY 
NYCOMED AUSTRIA GmbH, LINZ, AUSTRIA 
INSTITUTE FOR PHARMACEUTICALS SERVICES, 
BARDENE, BOKSBURG, RSA 
SYNTHON BV, NIJMEGEN, THE NETHEF&WDS 

FPRR: STRIDES, ARCADIA, PRETORIA, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/7.1.3/0225 

Name of medicine: CO-DIOVAN 160 PLUS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VALSARTAN 160,O MG 
HYDROCHLOROTHIAZIDE 25,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEIN, SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STEiN, SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMA STEIN, 
SCHAFFHAUSERSTRASSE, STE€N, SWITZERLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCRPFR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (Ml3R 15) 

Registration number: 37/34/0254 

Name of medicine: NEUMEGA STERJLE WATER FOR INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAINS: 
WATER FOR INJECTIONS 1,O ml 

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

Applicant: WYETH S.A. (PTY) LTD 

Manufacturer: GENSIASICOR PHARMACEUTICALS, IRVINE, USA 

Packer: GENSIASICOR PHARMACEUTICALS, IRVINE, USA 

Laboratory: FPRC: GENSIASICOR PHARMACEUTICALS, IRVINE, USA 
PHARMA-Q, INDUSTRIA, M A  
SOUTH AFRICAN.BUREUA OF STANDARDS, 
PRETORIA, RSA 

FPRR: WYETH, MIDRAND, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 

t 
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MRF 15 (MBR 15) 

Registration number: 37/10.2.1/0273 

Name of medicine: ATROVENT 20 HFA 

Dosage form: METERED DOSE INHALER 

Active ingredients: EACH METEWD DOSE CONTAINS: 
PRATROPIUM BROMIDE EQUIVALENT TO 
IPRATROPTUM BROMIDE ANHYDROUS 0,02 MG 

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

Applicant: INGELHEIM PHARMACEUTICALS (PTY) LTD 

Manufacturer: BOEHRTNGER INGELHEIM PHARMA, INGELHEIM 
AM RHEIN, GERMANY 

Packer: BOEHRINGER INGELHEIM PHARMA, INGELHEIM 
AM RHEIN, GERMANY 

Laboratory: FPRC: BOEHEUNGER INGELHEIM PHARMA, INGELHEIM 
AM RHEIN, GERMANY 
AVENTIS PHARMA, WALTLOO, PRETORLA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: INGELHEIM PHARMACEUTICALS, RANDBURG 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



42 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 

Registration number: 37/2 5.2/02?5 

Name of medicine: DEXAGEL 

Dosage form: GEL 

Active ingredients: EACH 1,O g GEL CONTAINS: 
DEXAMETHASONE SODIUM 

PHOSPHATE 0,985 MG 

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

Applicant: SOFLENS (PTY) LTD 

Manufacturer: DR MA" PHARMA, BERLIN, GERMANY 

Packer: DR MA" PHARMA, BERLIN, GERMANY 
COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, RSA 

Laboratory: FPRC: DR MA" PHARMA, BERLIN, GERMANY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

FPRR: SOFLENS, RNONIA, SANDTON, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/13.4.2/0292 

Name of medicine: ISOTRETINOIN-HEXAL 10 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ISOTRETINOIN 10,O mg 

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

Applicant: H E W  PHARMA (SA) (PTY) LTD 

Manufacturer: SWISS CAPS, KIRCHBERG, SWITZERLAND 

Packer: DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: FPRC: SWISS CAPS, KIRCHBERG, SWITZERLAND 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: HEXAL PHARMA, WSTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

'! 
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MRF 15 (MBR 15) 

Registration number: 3 7/ 1 3.4.2/0293 

Name of medicine: ISOTIZETWOIN-HEW 20 

Dosage form: CAPSULE 

Active ingredients : EACH CAPSULE CONTAINS: 
ISOTRETLNOIN 20,O mg 

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

Applicant : HEXAL PHARMA (SA) (PTY) LTD 

Manufacturer : SWISS CAPS, KIRCHBERG, SWITZERLAND 

Packer : DNPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 

Laboratory: FPRC: SWISS CAPS, KIRCHBERG, SWITZERLAND 
PHARMA-Q, INDUSTRIA WEST, GAUTENG, RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

S he1 f- life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registrationnumber: 37/26/0359 

Nameofmedicine: VINELBA 10 

Dosage fmm: INJECTION 

Active ingredients: EACH l ,Oml SOLUTIONCONTAINS: 
VINORELBINE TAR1RA1E EQUIVALENT TO 
VlNORELBINE 10,0 MG 

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

Applicant: 1EMAMEDICAL (P1Y) LTD 

Manufacturer: PIERRE F ABREMEDICAMENT PRODUCTION, 
IDRON, FRANCE 

Packer: PIERRE F ABREMEDICAMENT PRODUCTION, 
IDRON, FRANCE 
1ECHNIKONIABORATOR1ES,FLORIDA, RSA 

Laboratmy: PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 
1ECHNIKONIABORATORIES, FLORIDA, RSA 
KQATSA, PRETORIA, RSA 
INSPECTORA1EM&L, ORMONDE, JOHANNESBURG 
1EMAMEDICAL, SANDTON,RSA 

Shelf-life: 36 months 

Date of registration: 7 MAY 2004 

.I 
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MRF 15 (MBR 15) 

Registration number: 3 7/26/03 60 

Name of medicine: W L B A  50 

Dosage form: INJECTION 

Active ingredients: EACH 5,O ml SOLUTION CONTAINS: 
VINORELBINE TARTRATE EQUIVALENT TO 
WNORELBINE 50,O MG 

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

Applicant: TEMA MEDICAL (PTY) LTD 

Manufacturer: PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 

Packer: 

Laboratory: 

PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 
TECHNIKON LABORATORIES, FLORIDA, RSA 

PIERRE FABRE MEDICAMENT PRODUCTION, 
IDRON, FRANCE 
TECHNIKON LABORATORIES, FLORIDA, RSA 
KQATSA, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
TEMA MEDICAL, SANDTON, RSA 

Shelf-life: 36 months 

Date of registration: 7 MAY 2004 
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MRF 15 (MBR 15) 

Registration number: 37/2.2/0375 

Name of medicine: DAS-ZOPICLONE 7 3  MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ZOPICLONE 7,5 mg 

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

Applicant: STRIDES S.A. (PTY) LTD 

Manufacturer: DRAGENOPHARM, TITTMONING, GERMANY 

Packer: DRAGENOPHARM, TITTMONING, GERMANY 
A@F BV, HEERENVEEN, THE NETHERLANDS 
PHARMA NATURA, WYNBERG, SANDTON, 
GAUTENG, RSA 
DNPHARM MANUFACTURTNG 8z PACKAGING, 
LONGDALE, GAUTENG, RSA 

Laboratory: FPRC: DRAGENOPHARM, TITTMOMNG, GERMANY 
SYNTHON BV, NWMEGEN, THE NETHERLANDS 
COLUMBIA PHARMACEUTICALS, BARDENE, 
BOKSBURG, GAUTENG, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: STRIDES, ARCADIA, PRETORJA, RSA 

Shelf-life: 24 months 
I 

Date of registration: 25 NOVEMBER 2005 

, !  

L 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

M2UldatUl.a: 

Packer: 

Laboratory: FPRC: 
FPRR: 

Shelf-life: 

Date of registration: 

37/10.2.1/462 

IPVENT RESPULES 

INHALATION 

EACH 2,O ml SOLUTION CONTAINS: 
IPRATROPlUM BROMIDE 0,50 MG 

1,2,3,4Y 5Y6, 7 

CPLA MEDPRO (PTY) LTD 

ClPLA LTD, VIKKROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
~ 

Registration number: 3 713 410469 

Name of medicine: IMUSPORIN-25 

Dosage fonn: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
CYCLOSPORINE 25,O mg 

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

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA,INDLA 

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA,INDIA 

Laboratory: FPRC: CIPLA LTD, KURKUMBH, MAHAR4SHTRA,INDIA 
FPRR: CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MF3R 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of regis-a 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRR: 
FPRC: 

Shelf-life: 

Date of registration: 

ion: 

37/34/0470 

IMUSPORIN-50 

CAPSULE 

EACH CAPSULE CONTAINS: 
CYCLOSPORINE 50,O mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 



~~ ~ 

MRF 15 (MBR 15) 
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Registration number: 37/34/0471 

Name of medicine: IMUSPORIN- 100 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
CYCLOSPORINE 100,O mg 

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

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDLA 

Packer: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Laboratory: FPRC: CIPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 
FPRR: CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/34/0472 

Name of medicine: CIPLA-CYCLOSPORDE-25 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
cYcLosPom 25,O mg 

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

Applicant: ClPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: 

Packer: 

ClPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

CIPLA LTD, K U R K W H ,  MAKARASHTRA, INDJA 

Laboratory: FPRC: CIPLA LTD, KWUME3H, MAHARASHTRA, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 
RSA 

FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/34/0473 

Name of medicine: CIPLA-CY CLOSPORZNE-5 0 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
CYCLOSPORINE 50,O mg 

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

Applicant: CIPLA LEE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, KURJSUMBH, MAHARASHTRA, INDIA 

Packer: CPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Laboratory: FPRC CPLA LTD, KURKUMBH, MAHAlUSHTRA, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 
RSA 

FPR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: 3713410474 

Name of medicine: CIPLA-CYCLOSPORZNE- 1: 00 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
CYCLOSP0R.INE 100,O mg 

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

Applicant: ClPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, KURKUMBH, MAKARASHTRA, INDIA 

Packer: CPLA LTD, KURKUMBH, MAHARASHTRA, INDIA 

Laboratory: FPRC: ClPLA LTD, KURKUMBH, MAHARASHTFU, INDIA 
CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 
RSA 

FPRR: 

Shelf-life: 24 months 

. 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/3.1/0479 

Name of medicine: IBUSOR 200 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
IBUPROFEN 200,O MG 

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

Applicant: MEDICINE DEVELOPERS INTERNATIONAL C.C. 

Manufacturer: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 

Packer: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 

Laboratory: FPRC: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETOR.IA, RSA 
MDI CC, MENLO PARK, PRETORIA, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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~ ~ 

MRF 15 (MBR 15) 

Registration number: 37/3.1/O480 

Name of medicine: IBUSOR 400 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
IBUPROFEN 400,O MG 

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

Applicant: MEDICINE DEVELOPERS INTERNATIONAL C.C. 

Manufacturer: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 

Packer: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 

Laboratory: FPRC: EMCURE PHARMACEUTICALS LTD, PUNE, INDIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORZA, RSA 
MDI CC, MENLO PARK, PRETORIA, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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 15 (MBR 15) 

Registration number: 37/26/0484 

Name of medicine: IFOLEM 1 G 

Dosage form: INJECTION 

Active ingredients: EACH  CONTAINS: 
 1,0 G 

Conditions of registration:  

Applicant: KEY ONCOLOGICS  LTD 

Manufacturer: LEMERY  .A. de C   XOCH, MEXICO 

Packer:  de C.V., HUICHAPAN, XOCH, MEXICO 

Laboratory: FPRC:  de C.V.,  XOCH, MEXICO 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: KEY ONCOLOGICS, SANDTON, RSA 

S helf-li fe : 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

AppIicant : 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

37/1.2/0491 

ASPEN TRAZODONE 50 MG 

CAPSULE 

EACH CAPSULE CONTAINS: 
TRAZODONE HYDROCHLORIDE 50,O mg 

PHARMACARELlMITED 

LENNON LTD, KORSTEN, PORT ELIZABETH 
ALPHAPHARM, BRISBANE, QUEENSLAND, 
AUSTRALIA 

LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 

LENNON LTD, KORSTEN, PORT ELIZABETH 
G E W  LABORATORIES, DUBLIN, IRELAND 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

25 NOVEMBER 2005 

.- 
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MRF 15 (MBR 15) 

Registration nwnber: 37/1.2/0492 

Name of medicine: ASPEN TRAZODONE 100 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
TRAZODONE HYDROCHLORIDE 100,0 mg 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: LENNON LTD, KORSTEN, PORT ELIZABETH 
ALPHAPHARM, BRISBANE, QUEENSLAND, 
AUSTRALIA 

Packer: LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS LTD, POTTERS BAR, HERTFORDSHIRE, 
UK 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

37/?.1.3/0494 

CARVEDILOL - HJZXAL 6,25 

TABLET 

EACH TABLET CONTAINS: 
CARVEDILOL 6,25mg 

HEXAL PHARMA (SA) (PTY) LTD 

GEA FARMACEUTISK FABRTK, FREDERIKSBERG, 
DENMARK 

DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, GAUTENG, RSA 

GEA FARMACEUTISK FABRX, FREDERIKSBERG, 
DENMARK 
CONSULTING CHEMCAT, LABOFUTORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEWTON PARK, GAUTENG, RSA 
HEXALPHARMA, WESTMEAD, RSA 

24 months 

25 NOVEMBER 2005 
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. 
. 

MRF 15 (MBR 15) 

Registration number: 3717.1.310495 

Name of medicine: CARVEDILOL - H E W  12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTANS: 
CARVEDlLOL 12,5mg 

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

Applicant: HEXAL PHARMA (SA) CpTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

Packer: DlVPHARM M A " G  & PACKAGING, 
LONGDALE, GAUTENG, RSA 

Laboratory: FPRC: GEA FARMACEUTISK FABFUK, FREDERIKSBERG, 
DENMARK 
CONSULTING CHEMICAL LABORATORIXTS, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

FPm. H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3717.1.310496 

Name of medicine: CARVEDILOL - H'EX4.L 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET C 0 N " S :  
CARVEDILOL 25mg 

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

Applicant: H E W  PHARMA (SA) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, FREDERIKSBERG, 
DENMARK 

Packer: DNPHARM MANUFACTURING 8c PACKAGING, 
LONGDALE, GAUTENG, RSA 

Laboratory: F'PRC: GEA FARMACEUTISK FABRTK, FREDERIKSBERG, 
DENMARK 
CONSULTING CHEMCAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, GAUTENG, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 



' 
• 

• 
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• 
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MRF 15 (MBR 15) 

Registration number: 

Naue of medicine: 

Dosage form: 

Active ingredients: 

Conditions of m;Pst:Iatim: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC : 

FPRR: 

Shelf-life: 

Date ofregistration: 

37/25/0523 

CISPLATIN'-HEXAL 10MG/ZO ML 

SOLUTION 

EACH l,Oml SOLUTION CONTAJNS; 
Cisplatin 0 0 0 .......................... 0,5 mg 

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

HEXALPHARMA (SoAo)(PTY) LID 

EBEWE ARZNEIMITTEL GESELLSCHAFI, 
UNTERACH, AUSTRIA 

EBEWE A.RZNEIMITTEL GESELLSCHAFI, 
UNIERACH, AUSTRIA 
OIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

EBEWE ARZNEIMITTEL GESELLSCHAFI, 
UNTERACH, AUSTRIA 
OONSULTINGCHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG ,RSA 
ANAL YTICON, KEMPTON PARK, RSA 
PHARMA Q, INDUSTRIA WEST ,RSA 
I!EXAL PHARMA, WESTMEAD, RSA 

24months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
~- ~, 

Registration number: 3 7/25/0524 

Name of medicine: CISPLA7"-€€EXAL 50 MG/lOO ML 

Dosage form: SOLUTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
Cisplatin . . . . , . . . . . . . . . . . . . . . . . . . . . . . . 095 mg 

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

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

Manufacturer: EBEWE ARZNEIMITTEL GESELLSCHAFT, 
UNTERACH, AUSTRIA 

Packer: EBEWE ARZNEIMXTTEL GESELLSCHAFT, 
UNTERACH, AUSTRIA 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

Laboratory: FPRC: EBEW GRZNEIMITTEL GESELLSCHAFT, 
UNTER4CH, AUSTRIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
PHARMA Q, INDUSTRIA WEST, RSA 

Fpm HEXALPHARMkWESTMEAD,RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

28511 -2 
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MRF 15 (MBR 15) 

. Registration number: 37/34/0584 

Name of medicine: PHYSIONEAL 40 GLUCOSE 1,36 % w/v /13,6 MG/ML 

Dosage form: DIALYSIS SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
ANHYDROUS GLUCOSE 373 G 
CALCIUM CHLORIDE DIHYDRATE 0,507 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 0,140 G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, IRELAND 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 

Packer: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, IRELAND 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, rnLAND 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 

JOHANNESBURG, RSA 
FPRCFPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON, 

S he1 f-li fe: 

Date of registration: 

24 months 

25 NOVEMBER 2005 

G06-013440-3 28511 -3 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

3 7/34/05 85 

PKYSIONEAL 40 GLUCOSE 2,27 % wlv /22,7 MGIML 

DWYSIS SOLUTION 

EACH 1000,O ml SOLUTION CONTAINS: 
ANHYDROUS GLUCOSE 62,6 G 

0,507 G CALCIUM CHLORIDE DIHYDRATE 
MAGNESIUM CHLORIDE HEXAHYDRATE 0,140 G 

ADCOCK I N G M  CRITICAL CARE (PTY) LTD 

BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, rRELAMl 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
lTALY 

BAXTER HEALTHCARE, CASTLEBAR, 

BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

COUNTY MAYO, IRELAM) 

BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, m m  
BAXTER HEALTHCLQRE S.p.A, SESTO FIORENTINO, 
ITALY 

FPRCEPRR: ADCOCK I N G W  CRIT.ICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MFW 15 (MBR 15) 

Registration number: 3 7/34/05 86 

Name of medicine: PHYSIONEAL 40 GLUCOSE 3,86 % wlv /38,6 MG/ML 

Dosage form: DIALYSIS SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
ANHYDROUS GLUCOSE 106,5 G 
CALCIUM CHLORIDE DIHYDRATE 0,507 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 0,140 G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, IRELAND 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 

Packer: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, IRELAND 
BAXTER HEALTHCARE S.p.A, SESTO FIORENTINO, 
ITALY 
ADCOCK I N G W  CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: BAXTER HEALTHCARE, CASTLEBAR, 
COUNTY MAYO, IRELAND 
BAXTER HEALTHCARE S.p.A, SESTO FIONWTI"T, 
ITALY 

JOKANNESBURG, RSA 
FPRCRPRR: ADCOCK INGRAM CRJTICAL CARE, AEROTON, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 7/26/05 92 

Name of medicine: ETOPOSIDE LEMERY 100 MG 

Dosage fom: INJECTION 

Active ingredients: EACH 1,O rnl SOLUTION CONTAINS: 
ETOPOSIDE 20,O MG 

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

Applicant: KEY ONCOLOGICS (PTY) LTD 

Manufacturer: 

Packer: 

LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 

LEMERY, S.A. de C.V., IIUICHAPAN XOCH, MEXICO 

Laboratory: FPRC: LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: KEY ONCOLOGICS, S W T O N ,  RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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Registration number: 37/26/0593 

Name of medicine: ETOPOSIDE LEMERY 500 MG 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 20,O MG 

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

Applicant: KEY ONCOLOGICS (PTY) LTD 

Manufacturer: 

Packer: 

LEMERY, S.A. de C.V., H U I C W A N  XOCH, MEXICO 

LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 

Laboratory: FPRC: LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

FPRR: KEY ONCOLOGICS, SANDTON, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/26/0594 

Name of medicine: ETOPOSIDE LEMERY 1000 MG 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
ETOPOSIDE 20,O MG 

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

Applicant: KEY ONCOLOGICS (PTY) LTD 

Manufacturer: 

Packer: 

LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 

LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 

Laboratory: FPRC: LEMERY, S.A. de C.V., HUICHAPAN XOCH, MEXICO 
INSTITUTE FOR PHAR.MACEUTICAT, SERVICES, 
BARDENE, BOKSBURG, RSA 

FPm: KEY ONCOLOGICS, SANDTON, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer : 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

 

QUINASPEN 5 MG 

TABLET 

EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 

  MG 

 

MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

 LTD, KORSTEN, PORT ELIZABETH 

24 months 

25 NOVEMBER 2005 
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 15  15) 

Registration number:  

Name of medicine: QUINASPEN 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
 HYDROCHLORIDE EQUIVALENT TO 

QUINAPRIL  MG 

Conditions of registration:  

Applicant:  

Manufacturer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON  KORSTEN, PORT ELIZABETH 

Packer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: MERCK FARMA y  BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER  
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MRF 15 (MBR 15) 

Registration number: 37/7.1.3/0601 

Name of medicine: QUINASPEN 20 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUINAPRJL HYDROCHLORIDE EQUIVALENT TO 
QUINAFRTL 20,O MG 

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

Applicant : PHARMACARE LIMITED 

Manufacturer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Packer: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LEWON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

S helf-li fe : 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 7/7.1.3/0602 

Name of medicine: QUINASPEN 40 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRIL 40,O MG 

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

Applicant: PHARMACARELlMITED 

Manufacturer: MERCK FARMA y QUIMICA, BARCELONA, S P m  
LENNON LTD, KORSTEN, PORT ELIZABETH 

MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
LENNON LTD, KORSTEN, PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Packer: 

FPRR: 

She1 f-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/22.1.4/0605 

Name of medicine: S U P W Y N  PRONATAL 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
VITAMTNA 4000,O iu 
THIAMINE HYDROCHLORIDE 196 mg 
RIBOFLAVINE 1Y8 mg 
NICOTINAMIDE 19,O mg 
CALCIUM PANTOTHENATE 10,O mg 
PYRIDOXINE HYDROCHLORIDE 2,6 mg 
BIOTIN 200,o ug 
FOLIC ACID 098 mg 
CYANOCOBALAMIN 450 ug 
ASCORBIC ACID 100,O mg 
CHOLECALCIFEROL 100,O iu 
a- TOCOPHEROL ACETATE 15,O mg 
CALCIUM 125,O mg 

IRON 60,O mg 
MAGNESIUM 100,O mg 

PHOSPHORUS 125,O mg 

COPPER 190 mg 

MANGANESE 1 2 0  mg 

ZINC 7 3  mg 

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

Applicant: BAYER (PTY) LTD 

Manufacturer: ROCHE PRODUCTS,WLWYN,HERTFORDSHIRE,UK 

Packer: ROCHE PRODUCTS,WELWYN,€IERTFORDSHLRE,W 

Laboratory: FPRC: ROCHE PRODUCTS,WELWYN,HERTFORDSHIRE,UK 
FPRCLFPRR: BAYER, ISANDO, GAUTENG, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (ME3R 15) 

Registration number: 37/7.1.3/0613 

Name of medicine: CARLOC 6,25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 6,25 mg 

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

Applicant: CIPLA-MEDPRO (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Packer: CIPLA LTD, VIKHROLI, MUMBAl, INDIA 

Laboratory: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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h4R.F 15 (MBR 15) 

Registration number: 3712 1.12/06 16 

Name of medicine: SPEC-FLUTA.M.DE 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
FLUTAMIDE 250,O MG 

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

Applicant: SPECPHARM (PTY) LTD 

Manufacturer: MIPHARM S.p.A., MILAN, ITALY 

Packer: MIPHARM S.p.A., MILAN, ITALY 

Laboratory: FPRC: MIPHARM S.p.A., MILAN, ITALY 

FPRR: SPECPHARM, RANDBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 
FPRR: 

Shelf-life: 

Date of registration: 

3 71 341 0649 

IMUSPORIN ORAL SOLUTION 

SOLUTION 

EACH 1,0 ml SOLUTION CONTAINS: 
CYCLOSPORINE 100,O mg 

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

CIPLA-MEDPRO (PTY) LTD 

CIPLA LTD, WKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 
CIPLA-MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 



MRF 15 (MBR 15) 
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~ _ _  

Registration number: 3 7/34/0650 

Name of medicine: CIPLA-CYCLOSPORIh’E ORAL SOLUTION 

Dosage form: SOLUTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
CYCLOSPORINE 100,O mg 

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Packer: CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

Laboratory: FPRC: CIPLA LTD, VIKHROLI, h4UMBAI, INDIA 
FPRR: CIPLA LIFE SCIENCES, ROSENPARK, BELLVILLE, 

RSA 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 W R  15) 

Registration number: 37/1.2/0665 

Name ofmedicine: SEDARIN 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PAROXETINE HYDROCHLORJDE EQWALENT TO 
PAROXETINE 20,O MG 

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

Applicant: XIXI PHARMACEUTICALS (PTY) LTD 

Manufacturer: ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
MERCK PHARMACEURICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

Packer: GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEURICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

Laboratory: FPRC: ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALLA 
MERCK PHARMACEWCAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

RSA 
FPRR: XIXLA PHARMACEUTICALS, MODDEWONTEN, 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 
. 
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MRF 15 (MBR 15) 

Registration number: 3712610668 

Name of medicine: BUSULFEX 

Dosage form: INJECTION 

Active ingredients: EACH AMPOULE CONTAINS: 
BUSULFAN 60,O MG 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

TEMA MEDICAL (PTY) LTD 

BEN VENUE LABORATORIES, BEDFORD, OHIO, 
USA 

BEN VENUE LABORATORLES, BEDFORD, OHIO, 
USA 
PIERRE FABRE MEDICAMENT, IDRON, FRANCE 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORIDA, RSA 

BEN VENUE LABORATORIES, BEDFORD, OHIO, 
USA 
PIE= FABRE MEDICAMENT, IDRON, FRANCE 
TECHNIKON LABORATORIES, ROBERTVILLE, 
FLORIDA, RSA 
KQATSA, PRETORIA, RSA 
TEMA MEDICAL, SANDTON, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/21.1/0670 

Name of medicine: BIOSULIN R 

Dosage form; INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
HUMANINSULIN ................ 100,oru 

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

Applicant: RESMED HEALTHCARE 

Manufacturer: M.J. BIOPHARM PlUVATE LTD, RAIGAD, 
MA)EARASHTRA,INDIA 

Packer : M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAHARASHTRA, INDIA 

Laboratory: FPIIC: M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAKARAsmRA, INDIA 

FPRR: RESMED HEALTHCARE, SPRINGFIELD 
PARK, DURBAN, M A  

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/2 1.1/067 1 

Name of medicine: BIOSULIN N 

Dosage form: INJECTION 

Active ingredients: EACH 1,O ml SUSPENSION CONTAINS: 
HUMAN INSULIN . . . . . . . . . . e . .  . .. 100,o Iu 

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

Appkant: RESMED HEALTHCARE 

Manufacturer: M.J. BIOPHARM PRIVATE LTD, MIGAD, 
MAHARASHTRA, INDIA 

Packer: M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAHAFUSHTRA, INDIA 

Laboratory: FPRC: M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAHARASHTRA, INDIA 

FPRR: RESMED HEALTHCARE, SPRINGmELD 
PARK, DURBAN, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
~ 

Registration number: 37/21.1/0672 

Name of medicine: BIOSULIN L 

Dosage form: INJECTION 

Active ingredients: EACH 1 ,O 1211 SUSPENSION CONTAINS: 
HUMANINSULIN ................ 100,0Iu 

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

Applicant: RESMED HEALTHCARE 

Manufacturer: M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAHARASHTRA, INDIA 

Packer : M.J. BIOPHARM PRIVATE LTD, RAIGAD, 
MAHARASHTRA, INDIA 

Laboratory: FPRC: M.J. B I O P W  PRIVATE LTD, RATGAD, 
MAHARASHTRA, INDIA 

FPRR: RESMED HEALTHCARE, SPRINGFIELD 
PARK, DURBAN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 37/21,1/0673 

Name of medicine: BIOSULIN 30-70 

Dosage form: INJECTION 

Active ingredients: EACH 1,O ml SUSPENSION CONTAINS: 
HUMAN INSULIN . * . . . . . . . . . , . . .. 100,o Iu 

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

Applicant: RESMED HEALTHCARE 

Manufacturer: M.J. BIOPHARM PRIVATE LTD, W G A D ,  
MAHARAsHTRA,INDIA 

Packer: M.J. BIOPHARM PRIVATE LTD, RATGAD, 
MAHARASHTRA,INDIA 

Laboratory: FPRC: M.J. BIOPHARM PRIVATE LTD, MIGAD, 
MAHARASHTRA, INDIA 

PARK, DURBAN, RSA 
FPRR: RESMED HEALTHCARE, SPRINGFIELD 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF I5 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 
FPRR: 

S he1 f-li fe: 

Date o f  registration: 

38/1.2/0020 

SERDEP-50 

TABLET 

EACH TABLET CONTAINS: 
SERTR4LW HYDROCHLORIDE EQUIVALENT 
TO SERTRALINE 50,O MG 

19293,495967 

CIPLA MEDPRO (PTY) LTD 

CIPLA LTD, W(HROL1, MUMBAI, INDIA 

CIPLA LTD, VIKHROLI, MUMBAI, INDIA 

CIPLA LTD, W(HROL1, MUMBAI, INDIA 
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: 38/5.6/0040 

Name of medicine: SERC 24 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
BETAHISTINE DMYDROCJ3LORIDE 24,O MG 

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

Applicant: SOLVAY PHARMA (PTY) LTD 

Manufacturer: SOLVAY PHARMACEUTICALS B.V., OUT, 
THE NETHERLANDS 

Packer: SOLVAY PHARMACEUTICALS B.V., OUT, 
THE NETHERLANDS 

Laboratory: FPRC: SOLVAY PHARMACEUTICALS B.V., OLST, 
THE NETHERLANDS 
SOUTH AJ?RICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
SCHEmG,  MIDRAND, RSA 

FPRR: SOLVAY PHARMA, MIDRAND, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3812.510049 

Name of medicine: ROLAB-CARBAMAzEPlNE CR 200 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARBAMAZEPINE 200,O MG 

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

Applicant : SANDOZ (PTY) LTD 

Manufacturer: TARO PHARMACEUTICAL, INDUSTRIES LTD, 
I-IAIFA BAY, ISFUEL 

Packer: TARO PHARMACEUTICAL CNDUSTFWS LTD, 
HAlFA BAY, ISRAEL 
NOVARTIS, SPARTAN, KEMPTON PARK 

Laboratory: FPRC: TARO PHARMACEUTICAL INDUSTRlES LTD, 
W A  BAY, ISRAEL 

FPRC/FPRR: NOVARTIS, SPARTAN, KEMPTON PARK 
FPRR: SANDOZ, SPMTAN, KEMPTON PARIS 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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 15 (MBR 15) 

Registration number: 38/26/0059 

Name of medicine: BLASTOCARB 150 MG 

Dosage form: INJECTION 

Active ingredients: EACH  ml VIAL CONTAINS: 
CARBOPLATIN  MG 

Conditions of registration:  

Applicant: KEY ONCOLOGICS  LTD 

Manufacturer: LEMERY , S.A. de C.V., XOCH, MEXICO 

Packer: LEMERY , S.A. de C.V., XOCH, MEXICO 

Laboratory: FPRC: LEMERY , S.A. de C.V., XOCH, MEXICO 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 

 BOKSBURG, RSA 
FPRR: KEY ONCOLOGICS, HOUGHTON, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 

. 
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Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARBAMAZEPINE 400,O MG 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 

Packer: TARO PHARMACEUTICAL I!YI3USTRuES LTD, 
HAIFA BAY, ISRAEL 
NOVARTIS, SPARTANy KEM'PTON PARK 

Laboratory: FPRC: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 

FPRCRPRR: NOVARTIS, SPARTAN, KEWTON PARK 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

She1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

Registration number: 38/2.5/0062 

Name of medicine: ROLAB-CARBAMAZEPINE CR 400 



STAATSKOERANT, 24 FEBRUARIE 2006 No. 28511 91 

MR.F 15 (MBR 15) 

Registration number: 38/5.4.1/0067 

Name of medicine: STALEVO 50/12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ENTACAPONE 200,O MG 
LEVODQPA 50,O MG 
CARBIDOPA MONOHYDRATE EQUIVALENT TO 
CARBDDOPA 12,5 MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 

Packer: ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCFPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 

c 



92 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 (MBR 15) 

Registration number: 38/5.8/0111 

Name of medicine: FLUSIN SINUS TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PSEUDOEPHEDRINE HYDROCHLORIDE 30,O MG 
PARACETAMOL 500,O MG 

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

Applicant: PHARMACARELIMITED 

Manufacturer: LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONIA, 
EAST LONDON 

Packer: LENNON LTD, KORSTEN, PORT ELIZABETH 
S A D  SELF MEDICATION, WILSONIA, 
EAST LONDON 

Laboratory: FPRC: LENNON LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 

Date of registration: 

24 months 

25 NOVEMBER 2005 
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NRF 15 (MBR 15) 

* Registration number: 38/21.5.1/0126 

Name of medicine: PANAFCORTELONE SYRUP 

Dosage form: SYRUP 

Active ingredients: EACH 5,O ml SYRUP CONTAINS: 
PREDNISOLONE 15,O MG 

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

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 

Packer: ADCOCK INGRAM HELTHCARE, WADEVILLE 
GERMISTON, RSA 

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

S helf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: 3 8/26/0 1 34 

Name of medicine: BLASTOCARB 450 MG 

Dosage form: INECTION 

Active ingredients: EACH 15,O ml VLLU, CONTAINS: 
CARBOPLATIN 450,O MG 

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

Applicant: KEY ONCOLOGICS (PTY) LTD 

Manufacturer: LEMERY, S.A. de C.V., XOCH, MEXICO 

Packer: LEMERY , S.A. de C.V., XOCH, MEXICO 

Laboratory: FPRC: LEIVERY , S.A. de C.V., XOCH, MEXICO 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARD-, BOKSBURG, RSA 

FPRR. KEY ONCOLOGICS, HOUGHTON, RSA 

SheIf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 8/2.5/0 135 
+ 

Name of medicine: ROCARB 200 CR 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARBAMAZEPINE 200,O MG 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 

Packer: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 
NOVARTIS, SPARTAN, KEMPTON PARK 

Laboratory: FPRC: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 

FPRCRPRR: NOVARTIS, SPARTAN, KEMPTON PARK 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 3 8/2.5/0 1 36 

Name of medicine: ROCARB 400 CR 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
C A R B W P I N E  400,O MG 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, I S W L  

Packer: TARO PHARMACEUTICAL INDUSTRIES LTD, 
HAIFA BAY, ISRAEL 
NOVARTIS, SPARTAN, KEMPTON PARK 

Laboratory: FPRC: TARO PI-URMACEUTICAL INDUSTRIES LTD, 
HGIFA BAY, ISRAEL 

FPRCEPRR: NOVARTIS, SPARTAN, KEMPTONPARK 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

c 

2851 1 -3 
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MRF 15 (ME3R 15) 
~ ~-~ 

Registration number: 38/5.4.1/0137 

Name of medicine: STALEVO 150/37,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ENTACAPONE 200,O MG 
LEVODOPA 150,O MG 
CARBIDOPA MONOHYDRATE EQUIVALENT TO 
CAFU3lDOPA 37,s MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer; ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 

Packer: OFUON CORPORATION ORION PHARMA, 
ESPOO, FINLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: ORION CORfORATION ORION PHARMA, 
ESP00, FINLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCRPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 

G06-013440-4 28511 -4 
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MRF 15 (MBR 15) 

Registration number: 38/5.4.1/0138 

Name of medicine: STKEVO 100/25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ENTACAPONE 200,O MG 
LEVODOPA 100,O MG 
CARBIDOPA MONOHYDRATE EQUIVALENT TO 
CARBIDOPA 25,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 

Packer: ORION CORPORATION ORION PNARMA, 
ESPOO, FINLAND 
NOVARTIS, SPARTAN, KEWTON PARK, RSA 

Laboratory: FPRC: ORION CORPORATION ORION PHARMA, 
ESPOO, FINLAND 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 

FPRCLFPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 

Registration number: 38/34/0143 

Name of medicine: GLEEVEC 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
IMATINTB MESILATE EQWALENT TO 
IMATINIB 100,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARMA STEIN AG, STEDJ, 
SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 

Registration number: 3 813410 144 

Name of medicine: GLEEVEC 400 

. 

Dosage form: TABLET 

Active ingredients: EACH TABLET C 0 N " S :  
IMATINIB MESILATE EQUIVALENT TO 
IMATrNlB 400,O MG 

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

Applicant: NOVARTIS SOUTH AFRICA (PTY) LTD 

Manufacturer: NOVARTIS PHAE2MA STEIN AG, STEIN, 
SWITZERLAND 

Packer: NOVARTIS PHARMA STEIN AG, STEIN, 
SWITZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: NOVARTIS PHARh4A STEIN AG, STEIN, 
SWrrZERLAND 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA FPRR: 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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. 

MRF 15 

Registration number: 3812.6.5f0167 

Name of medicine: CLONEX 25 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CLOZAPrn 25,O MG 

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

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

PHARMACARELIMITED 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
LENNON LTD, KORSTEN, PORT E W E T H  
GERARD LABORATORIES, DUBLIN, IRE- 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALLA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKT.,OOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNNERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, 
PORT ELIZABETH 

24 months 

25 NOVEMBER 2005 
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MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-li fe: 

Date of registration: 

3812.6.510168 

CLONEX 100 MG 

TABLET 

EACH TABLET CONTAINS: 
CLOZAPINE 100,O MG 

PHARMACARELIMITED 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 

ALPHAPHARM, CAROLE PARK, QUEENSLAND, 
AUSTRALIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INS"'UTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
PHPLRMACARE LTD, KORSTEN, 
PORT ELIZABETH 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRCLFPRR: 

Shelf-life: 

Date of registration: 

38/2 1.5.1/0 1 87 

SYMBICORD TURBUHALER 320:9 UG/DOSE 

INHALER 

EACH DELIVERED DOSE CONTAINS: 
FORMOTEROL FUMARATE DIHYDRATE 9,O UG 
BUDESONIDE 320,O UG 

ASTRAZENECA PHARMACEUTICALS (PTY) LTD 

ASTRAZENECA AB, SODERTAWE, SWEDEN 

ASTWENECA AB, SODERTAWE, SWEDEN 
ASTRAZENECA U.K., MACCLESFIELD, CHESHIRE, 
UK 
ASTRAZENECA, ALRODE, ALBERTON, RSA 
JANSSEN PHARMACEUTICA,HALFWAY HOUSE, 
RSA 

ASTRAZENECA AB, SODERTAWE, SWEDEN 
JANSSEN PHARMACETJTICA,HALFWAY HOUSE, 
RSA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 
ASTRAZENECA, ALRODE, ALBERTON, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 38/7.1.3/02 10 

Name of medicine: ADCO-QUINmTIC 10/12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUINAPRIL HYDROCHLORIDE EQUIVALENT TO 
QUINAPRE 10,O MG 
HYDROCHILOROTWIDE 12,5 MG 

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

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: DELTA LTD, HAFNMJORDUR, ICELAND 

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND 

Laboratory: FPRC: DELTA LTn, HAFNMJORDUR, ICELAND 
FPRC/FPm. ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

GERMISTON, RSA 
ADCOCK I N G W  HEALTHCARE, CLAYVILLE, 
OLIFANTSFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
- 

Registration number: 38/7.1.3/0211 

Name of medicine: ADCO-QUINARETIC 20/12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
QUn\A.PRIL HYDROCHLORIDE EQWALENT TO 
QUINAPRIL 20,O MG 
HYDROCHLOROTHIAZIDE 12,5 MG 

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

Applicant: ADCOCK lNGk4.M LIMITED 

Manufacturer: DELTA LTD, HAFNAWJORDUR, ICELAND 

Packer: DELTA LYD, HAFNARFJORDUR, ICELAND 

Laboratory: FPRC: DELTA LTD, HAFNARFJORDUR, ICELAND 
FPRC/FPRR: ADCOCK INGRAM I-IEALTHCARE, WADEVILLE, 

GERMISTON, RSA 
ADCOCK INGRAM HEALTHCARE, CLAYVILLE, 
OLFANTSFONTEIN, RSA 

S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 38/34/0226 

Name of medicine: EBIXA 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
MEMANTINE HYDROCHLORIDE 10,O MG 

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

Applicant: H. LUNDBECK (PTY) LTD 

Manufacturer: ROTTENDOW PHARMA GrnbH, ENNIGERLOH, 
GERMANY 

Packer: MER2 f CO. GmbH & CO., REINHEIM, GERMANY 

Laboratory: FPRC: MERZ + CO. GmbK & CO., REINHEIM, GERMANY 
H. LUNDBECK A/$, COPENHAGEN, DENMARK 
H. LUNDBECK, NORTH RIDING, RSA FPRR: 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/3.1/0390 

Name of medicine: DISFLAM (DISPERSIBLE TABLET) 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
DICLOFENAC 46,5 mg 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSON", 
EAST LONDON 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
SAD SELF MEDICATION, WILSONIA, 
EAST LONDON 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCITEFSTROOM 
PHARMACARE LTD, WOODMEAD, RSA 

24 months 

23 SEPTEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/20.2.2/0395 

Name of medicine: 

Dosage form: 
. .” - 

TERBINISIL 250 

TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFINE HYDROCHLORIDE EQUIVALENT TO 
TERBINAFINE 250,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, KVDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
LSAN ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 

Packer: GEA FARMACEUTISK FABRZK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BAIUEBEN, GERMANY 
ILSAN ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 
DIVPHARM MANUFACT”G & PACKAGING, 
LONGDALE, M A  

Laboratory: FPRC: GEA FARMACEUTISK FABRIK, HVLDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
I L S A N  LAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: A3 8/20.2.2/03 96 

Name of medicine: TERBINISIL 125 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFINE HYDROCHLOFUDE EQUIVALENT TO 
TERBINAFINE 125,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
D E " C  
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 

Packer: GEA FARMACEUTISK FABRJK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HAMJMADDELERI SANAYI, 
ISTANBUL, TURKEY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

Laboratory: FPRC: GEA FARMACEUTISK FABRJK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HAMMADDELEN SANAYI, 
ISTANBUL, TURKEY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: €IEXAL PHARMA, WESTMEAD, RSA 

She1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3 8/20.2.2/0397 

Name of medicine: TERBANE 250 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFINE HYDROCHLORIDE EQUIVALENT TO 
TERBINAFINE 250,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, HVDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
I L S A N  ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 

Packer: GEA FARMACEUTISK FABRIK, H V I D O W ,  
DENMARK 
SALWTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HA-MMADDELERI SANAYI, 
ISTANBUL, TURKEY 
DIVPHARM MANUFACTURING & PACKAGING, 
LONGDALE, RSA 

Laboratory: FPRC: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 
CONSULTING CHEmCAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: HEXAL PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38120.2.210399 

Name of medicine: TERBANE 125 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFINE HYDROCHLORIDE EQUIVALENT TO 
TERBINMINE 125,O MG 

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

Applicant: H E W  PHARMA (S.A.) (PTY) LTD 

Manufacturer: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
I L S A N  LAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 

Packer: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
I L S A N  LAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 
DNPHARM MANUFACTURING & PACKAGING, 
LONGDmE, M A  

Laboratory: FPRC: GEA FARMACEUTISK FABRIK, HVIDOVRE, 
DENMARK 
SALUTAS PHARMA GmbH, BARLEBEN, GERMANY 
ILSAN ILAC VE HAMMADDELERI SANAYI, 
ISTANBUL, TURKEY 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRR: H E W  PHARMA, WESTMEAD, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A38Q0.1 .YO462 

MYMOX 250 

CAPSULE 

EACH CAPSULE CONTAINS: 
AMOXYCLLIN TRIHYDMTE EQUIVALENT TO 
AMOXYCLLIN 250,O MG 

W C H E M  S.A. (PTY) LTD 

UNICHEM LABORATORIES LTD, BADDI, SOLAN, 
INDIA 

UNICHEM LABORATORIES LTD, BADDI, SOLAN, 
INDM 

UMCHEM LABORATORIES LTD, BADDI, SOLAN, 
INDIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 
SERVICES, BARDENE, BOKSBURG, RSA 
ALLIANCE PHARMA, VILLAGE MAIN, 
JOHANNESBURG, RSA 
UNICHEM, VAN DER HOFF PARK, 
POTCHEFSTROOM, RSA 

24 months 

25 NOVEMBER 2005 

. 

. 
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MRF 15 (MBR 15) 

Registration number: A38/20.1.2/0463 

Name of medicine: MYMOX 500 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
AMOXYCILLIN TRJHYDMTE EQUIVALENT TO 
AMOXYCILLJN 500,O MG 

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

Applicant: UMCHEM S.A. (FTY) LTD 

Manufacturer: UMCHEM LABORATORIES LTD, BADDI, SOLAN, 
INDIA 

Packer: UMCHEM LABORATORIES LTD, BADDI, SOLAN, 
INDIA 

Laboratory: FPRC: UNICHEM LABORATORIES LTD, BADDI, SOLAN, 
INDIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNNERSITY, POTCHEFSTROOM 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
INSTITUTE FOR PHARMACEUTICAL & CHEMICAL 
SBRVICES, BARDENE, BOKSBURG, RSA 
ALLIANCE PHARMA, VILLAGE MAIN, 
JOHANNESBURG, RSA 
UNICHEM, VAN DER HOFF PARK, 
POTCHEFSTROOM, RSA 

FPRR: 

S helf-li fe : 

Date of registration: 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3 8/20.2.2/0484 

Name of medicine: TERBICIL 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TERBINAFW HYDROCHLOFUDE EQUIVALENT TO 
TERBINAFINE 250,O MG 

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

Applicant: PHARMACARELZMITED 

Manufacturer: GENPHARM PHARMACEUTICALS, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM PHARMACEUTICALS, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
GENERICS [UK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORTES, DUBLIN, IRELAND 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
GENERICS puK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.R. 
GERARD LABOMTORIES, DUBLIN, IRELAND 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: PHARMACARE, KORSTEN, PORT ELZABETH 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (JVlE3R 15) 

Registration number: A38/7.1.3/0509 

Name of medicine: RILACE 1,25 TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTA-INS: 
RAMIPRIL 1,25 MG 

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

Applicant: ADCOCK INGRAM LlMITED 

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND 

Packer: DELTA LTD, HAFNARFJORDUR, ICELAND 
ADCOCK INGRAM HEALTHCARE, WADEVILLE, 
GERMISTON, RSA 
ADCOCK INGRAM HEALTHCAREy CLAMrILmy 
OLIFANTSFONTEIN, RSA 

Laboratory: FPRC: DELTA LTD, HAFNARFJORDUR, ICELAND 
FPRCRPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

GERMISTON, RSA 
ADCOCK INGRAM HEALTHCARE, CLAMrILLE, 
OLIFANTSFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3817.1.3105 10 

Name of medicine: RILACE 2,s TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RAMlpRIL 2,5 MG 

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

Applicant: ADCOCK INGRAM LIMITED 

Manufacturer: DELTA LTD, HAFNARFJORDUR, ICELAND 

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

Laboratory: FPRC: DELTA LTD, HAFNWJORDUR, ICELAND 
FPRClFPRR: ADCOCK INGRAM HEALTHCARE, WADEVILLE, 

GERMISTON, RSA 
ADCOCK INGRAM HEALTHCARE, CLATVILLE, 
OLIFANTSFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: ~38/7.1.3/0514 

Name of medicine: XIXIPRIL 1,25 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRIL 1,25 MG 

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

Applicant: XIXLA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GENPHARM INC., ETOBICOKE, CANADA 

Packer: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTIC= MANUFACT"G, 
WADEVILLE, GERMISTON, RSA 

Laboratory: FPRC: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, M A  
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, U N N E R S ~ ,  POTCHEFSTROOM, RSA 

RSA 
FPRR: XDUA PHARMACEUTICALS, MODDERFONTEIN, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



. -  
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MRF 15 (MBR 15) 

Registration number: A3 817.1.3105 1 5 

Name of medicine: XDClpRIL 2,s 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRJL 2,5 MG 

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

Applicant: XlxlA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GEWHARM INC., ETOBICOKE, CANADA 

Packer: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GEWSTON, RSA 

Laboratory: FPRC: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNNERSITY, POTCHEFSTROOM, RSA 

RSA 
m m  MXLA PHARMACEUTICU, MODDERFONTEIN, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRJ? 15 (MBR 15) 

Registration number: A3 8/7.1.3/05 16 

Name of medicine: m m 5  

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRIL 5,O MG 

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

Applicant: XIXIA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GENPHARM INC., ETOBICOKE, CANADA 

Packer: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

Laboratory: FPRC: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, M A  
RESEARCH INSTITUTE FOR INDUSTRLAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 

M A  
FPRR: XDaA PHARMACEUTICALS, MODDERFONTEIN, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/7. 1.3/05 17 

Name of medicine: xD(IpRIL 10 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMZPRIL 10,O MG 

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

Applicant: XIXlA PHARMACEUTICALS (PTY) LTD 

Manufacturer: GENPHARM INC., ETOBICOICE, CANADA 

Packer: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURWG, 
WADEVILLE, GERMISTON, RSA 

Laboratory: FPRC: GENPHARM INC., ETOBICOKE, CANADA 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNTVERSITY, POTCHEFSTROOM, RSA 

RSA 
FPRR: XIXIA PHARMACEUTICALS, MODDERFONTEIN, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



No.28511 121 STAATSKOERANT, 24 FEBRUARIE 2006 

MRF 15 (MBR 15) 

Registration number: A38/1.2/0520 

Name of medicine: STRATTERA 10 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE C 0 N " S :  
ATOMOXETINE HYDROCHLORIDE EQUIVALENT 
TO ATOMOXETXNE 10,O rng 

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

Applicant : ELI LILLY (S.A.) (PTY) LTD 

Manufacturer: ELI LILLY & CO LTD, BASINGSTOKE, 
HA.MPSHIRE,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 

Packer: 

Laboratory: 

ELI LFLLY & CO LTD, BASINGSTOKE, 
HA.Ml'SHIRE,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 

HEREFORD, UK 
BRECON PHARMACEUTICALS, HAY-ON-WYE, 

ELI LlLLY & CO LTD, BASINGSTOKE, 
HAMPSHIRE,U.K. 
LZLY DEL CARIBE, CAROLINA, PUERTO RSCO 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETOFUA* RSA 
ELI LILLY, BRYANSTON, GAUTENG, RSA 

Shelf-li fe : 36 months 

Date of registration: 3 JUNE 2005 



122 No.28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MEW 15 (MBR 15) 

Registration number: A38f 1.2f0521 

Name of medicine: STRATTERA 18 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ATOMOXETDE HYDROCHLORIDE EQUIVALENT 
TO ATOMOXETINE 18,O mg 

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

Applicant: ELI LILLY (S.A.) (PTY) LTD 

Manufacturer: ELI LLLY & CO LTD, BASINGSTOKE, 
H[AMPSHIRE,U.K. 
LILLY DEL CARBE, CAROLINA, PUERTO RICO 

Packer: 

Laboratory: 

ELI LILLY & CO LTD, BASJNGSTOKE, 
W S H I R E , U . K .  
LILLY DEL CARIBE, CAROLINA, PIERTO RICO 

HEREFORD, UK 
BRECON PHARMACEUTICALS, HAY-ON-WYE, 

ELI LILLY & CO LTD, BASBIGSTOKE, 
HAMI?SHIRE,U.K. 
LLLY DEL CARIBE, CAROLINA, PUERTO RICO 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
ELI LILLY, BRYANSTON, GAUTENG, RSA 

S helf-Ii fe: 36 months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: A38/1.2/0522 

Name of medicine: STMTTEM 25 MG 

Dosage fonn: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ATOMOXETINE HYDROCHLORIDE EQUIVALENT 
TO ATOMOXE'I'INE 25,O mg 

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

Applicant: ELI L I L Y  (S.A.) (PTY) LTD 

Manufacturer: ELI LILLY & CO LTD, BASINGSTOKE, 
HAMPSHIRE,U.K. 
LILLY DEL CARBE, CAROLINA, PUERTO RICO 

Packer: 

Laboratory: 

ELI LILLY & CO LTD, BASINGSTOKE, 
WAMPSHIEU2,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 

HEREFORD, UK 
BRECON PHARMACEUTICALS, HAY-ON-WYE, 

ELI LILLY & CO LTD, BASDIGSTOKE, 
HAMPSHIRE,U.K. 
LILLY DEL CARZBE, CAROLINA, PUERTO RiCO 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
ELI LILLY, BRYANSTON, GAUTENG, RSA 

Shelf-li fe: 36 Months 

Date of registration: 3 JUNE 2005 
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MRF 15 (MBR 15) 

Registration number: A38/1.2/0523 

Name of medicine: STIUTTERA 40 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ATOMOXETINE HYDROCHLOFUDE EQUIVALENT 
TO ATOMOXETINE 40,O mg 

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

Applicant: ELI LlLLY (S.A.) (PTY) LTD 

Manufacturer: ELI LILLY & CO LTD, BASINGSTOKE, 
HAMPSHZRE,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 

HEREFORD, UK 
BRECON PHARMACEUTICALS, HAY-ON-WYE, 

Packer: 

Laboratory: 

ELI LILLY & CO LTD, BASINGSTOKE, 
HANPSHIRE,U.K. 
LELY DEL CARBE, CAROLINA, PUERTO RICO 

ELI LlLLY & CO LTD, BASINGSTOKE, 
HAMPSHIRE,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
ELI LILLY, BRYANSTON, GAWENG, RSA 

Shelf-life: 36 months 

Date of registration: 3 JUNE 2005 



STAATSKOERANT, 24 FEBRUARIE 2006 No. 28511 125 ~- 

MRF 15 (MBR 15) 

Registration number: A38f 1.2/0524 

, Name of medicine: STRATTERA 60 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ATOMOXETINE HYDROCHLORIDE EQUIVALENT 
TO ATOMOXETINE 60,O mg 

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

Applicant: ELI LlLLY (S.A.) (Pm) LTD 

Manufacturer : ELI LILLY & CO LTD, BASINGSTOKE, 
HAMPSHIRE,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 

Packer: ELI LILLY & CO LTD, BASINGSTOKE, 
HAMPSHIRE,U.K. 
LlLLY DEL CARIBE, CAROLmA, PUERTO RICO 

HEREFORD, UK 
BRECON PHARMACEUTICALS, KAY-ON-WYE, 

Laboratory: ELI LILLY & CO LTD, BASINGSTOKE, 
HAMPSHIEU3,U.K. 
LILLY DEL CARIBE, CAROLINA, PUERTO RICO 
SOUTH AFl2ICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
ELI LILLY, BRYANSTON, GAUTENG, RSA 

Shelf-life: 36 months 

Date of registration: 3 JUNE 2005 
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Mf?.F 15 (MBR 15) 

Name of medicine: METVIX CREAM 

Dosage form: CREAM 

Active ingredients: EACH 1,0 g CREAM CONTAINS: 
METHYL AMINOLEVULINATE HYDROCHL,OR.DE 
EQWALENT TO METHYL AMINOLEWLINATE 
160,O MG 

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

Applicant: GALDERMA LABORATORIES S.A. (PTY) LTD 

Manufactwer : PENN PHARMACEUTICAL SERVICES LTD, 
TREDEGAR, GWEN", U.K. 

Packer: P E W  PHARMACEUTICAL SERVICES LTD, 
TREDEGAR, GWENT, U.R. 

Laboratory: FPRC: COSI PHARMACEUTICALS, INDUSTRIA, 
JOI.LA"ESBURG, RSA 

JOKANNESBURG, RSA 
mm. GALDERMA LABORATORIES, BRYANSTON, 

Shelf-life: 12 months 

Date of registration: 25 NOVEMBER 2005 



STAATSKOERANT, 24 FEBRUARIE 2006 No. 28511 1'27 

MRF 15 (MBR 15) 

Registration number: A38J2.510567 

Name of medicine: CIPLA - LAMOTIUGINE 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 25,O MG 

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

Applicant: CPLA LEE SCIENCES (PTY) LTD 

Manufacturer: 

Packer: 

CPLA LTD, RAIGAD, h4AHARASHTRA, MXA 

CPLA LTD, W G A D ,  MAHARASHTRA, INDIA 

Laboratory: FPRC: CIPLA LTD, RATGAD, MAHARASHTRA, INDIA 
FPRR: CIPLA LIFE SCIENCES, ROSENPARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



128 No.28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 (MBR 15) 

Registration number: A38/2.5/0568 

Name of medicine: CIPLA - LAMOTRIGINE 50 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 50,O MG 

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

Applicant: CIPLA LIFE? SCIENCES (PTY) LTD 

Manufacturer: 

Packer: 

CIPLA LTD, RAJGAD, MAHARASHTRA, INDIA 

CPLA LTD, WGAD, MAHARASHm, INDIA 

Laboratory: FPRC: CIPLA LTD, FUIGAD, MAHARASHTRA, INDIA 
FPm CIPLA LDFE SCIENCES, ROSENPARK, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 

c 
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MRF 15 (MBR 15) 

Registration number: A38/2.5/0569 

Name of medicine: CIPLA - LAMOTIUGM 100 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTATNS: 
LAMOWGINE 100,O MG 

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

Manufacturer: 

Packer: 

CIPLA LTD, FWGAD, MAHARASHTRAY WLA 

CPLA LTD, RAIGAD, MAHARASHTRA, INDIA 

Laboratory: FPRC: CIPLA LTD, M G A D ,  MAHARAsm INDIA mu: CIPLA LIFE SCIENCES, ROSENPARK, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MR.F 15 (MBR 15) 

Registration number: A3 8/2.5IO57O 

Name of medicine: CPLA - LAMOTNGM 200 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAJNS: 
LAMOTRIGINE 200,O MG 

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

Applicant: CPLA LEE SCIENCES (PTY) LTD 

Manufacturer: 

Packer: 

CIPLA LTD, WGAD, MAHARASHTRA, INDLA 

CIF'LA LTD, RAIGAD, MAHARASHTRA, INDIA 

Laboratory: FPRC: CPLA LTD, WIGAD, MAHARASHTRA, INDIA 
FPRR: CIPLA LIFE SCIENCES, RQSENPARK, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2905 

. 
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MRF 15 W R  15) 

Registration number: A3 812 1.1 /0578 

Name o f  medicine: APEX-METFORMIN 500 MG TABLETS 
r 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
METFORMIN HYDROCHLORIDE 500,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: NEDREICH STERlLAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Packer: MEDREICH STERLA33 LTD, VIRGONAGAR, 
BANGALORE, INDIA 

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

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 



132 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 (MBR 15) 

Registration number: A3812 1.110579 

Name of medicine: APEX-METFORMIN FORTE 850 MG TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
METFORMTN HYDROCHLORIDE 850,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALOM, INDIA 

Packer: MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Laboratory: FPRC: MEDREICH STERlLAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOH.A"ESBURG 

WRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: 

. Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manu€ac turer : 

Packer: 

Laboratory: FPRC: 

A3811 0.2.2/0584 

SINGULAR SPRINKLES 

GRANULES 

EACH PACKET CONTAINS: 
MONTELUKAST SODIUM EQUIVALENT TO 
MONTELUKAST 4,O MG 

MSD (PTY) LTD 

MERCK MANUFACTURING DIVISION, WEST POINT, 
PA, USA 

ANDERSON PACKAGING, ROCKFORD, IL, USA 

MSD, HALFWAY HOUSE, RSA 
MMD-HAARLEM, HAARLEM, THE NETHERLANDS 

MERCK MANUFACTURING DIVISION, WEST POINT, 
PA, USA 

FPRCLFPRR: MSD, HALFWAY HOUSE, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



134 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 
- 

MRF 15 (MBR 15) 
~ 

Registration number: A38/2.5/0585 

Name of medicine: ASPEN LAMOTRTGW 25 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 25,O rng 

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

Applicant: P W C A R E L I M I T E D  

Manufacturer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LEIWON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SOUTH AFRICAN BUREAU OF STAIVDmS, 
GROENKLQOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 
PNARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/2.5/0586 

* Name of medicine: ASPEN LAMOTRIGINE 50 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTANS: 
LAMOTRIGINE 50,O mg 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: G E N P W  FHARMACEUT1CAJ.S INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTrruTE FOR PHARMGCEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/2.5/0587 

Name of medicine: ASPEN LAMOTRIGINE 100 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 100,O mg 

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

Applicant: PHARMACARELIMITED 

Manufacturer: GENPHARM PHARMACEUTICALS LNC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Packer: GEWHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROEMCLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

She ife: 24 months 

Date of registration: 25 NOVEMBER 2005 

\ 
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MRJ? 15 (M3R 15) 

Registration number: A3 812.510588 

Name of medicine: ASPEN LAMOTRIGINE 200 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGDIE 200,O mg 

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

Applicant: PHARMACARELIMITED 

Manufacturer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Packer : GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 

Laboratory: F'PRC: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTI"E FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, KORSTEN, PORT ELLZABETH FPRR: 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 



138 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRI; 15 (MBR 15) 

Registration number: A3 8/15.4/0592 

Name of medicine: REFWSH LIQUIGEL 4 

Dosage form: EYE DROPS 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
CARBOXYMETHYLCELLULOSE SODIUM 10,O mg 

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

Applicant: ALLERGAN PHARMACEUTICALS (PTY) LTD 

Manufacturer: ALLERGAN INC., WACO, TEXAS 

Packer: ALLERGAN LNC., WACO, TEXAS 

Laboratory: FPRC: ALLERGAN NC., WACO, TEXAS 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 

HALFWAY HOUSE, RSA 
FPRR: ALLERGAN PHARMACEUTICALS, 

Shelf-life: 18 months 

Date of registration: 25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: A3 8/2.6.5/0595 

. Name of medicine: ABILIFY 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ARIPIPRAZOLE 10,O MG 

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD 

Manufacturer: BRISTOL-MYERS SQUIBB MANUFACTURING CO, 
MAYAGUEZ, PUERTO RICO 

Packer: BEUSTOL-MYERS SQUIBB AUSTRALIA PTY LTD, 
NOBLE PARK, VICTOIUA, AUSTFL4LI.A 

Laboratory: FPRC: BRISTOL-MYERS SQUIBB MANUFACTURING CO, 
MAYAGUEZ, PUERTO RICO 
BRISTOLMYERS SQUIBB AUSTRALIA PTY LTD, 
NOBLE PARK, VICTORIA, AUSTRALIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
MERCK PHARMACEUTICAL, MANUFACTURER, 
WADEVILLE, GERMISTON, RSA 

FPRR: BRISTOLMYERS SQUIBB, BEDFORDVIEW, RSA 

Shc life: 24 months 

Date of registration: 25 NOVEMBER 2005 



140 No. 28511 GOVERNMENT GAZETTE. 24 FEBRUARY 2006 

MRF 15 (MBR 15) 

Registration number: A38/2.6.5/0596 

Name of medicine: ABILIFY 15 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ARIPIPRAZOLE 15,O MG 

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

Applicant: BRISTOL-MYERS SQTWB (PTY) LTD 

Manufacturer: BRTSTOL-MYERS SQUJBB MANUFACTURING COY 
MAYAGUEZ, PUERTO FUCO 

Packer: BRISTOL-MYERS SQUIBB AUSTRALIA PTY LTD, 
NOBLE PARK, VICTORIA, AUSTRALIA 

Laboratory: FPRC: BRISTOL-MYERS SQUIBB MANUFACTURING COY 
MAYAGUEZ, PUERTO EUCO 

NOBLE PARK, VICTORIA, A U S T W I A  
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
MERCK PHARMACEUTICAL MANUFACTURER, 
WADEVILLE, GEMSTON, RSA 

BRISTOL-MYERS SQUIBB AUSTRALLA PTY LTD, 

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



STAATSKOERANT, 24 FEBRUARIE 2006 No.28511 141 

MRF 15 (MBR 15) 
~- 

Registration number: A38/2.6.5/0598 

Name of medicine: ABXLEY 30 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ARDPIPRAZOLE 30,O MG 

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

Applicant: BRISTOL-MYERS SQUIBB OJTY) LTD 

Manufacturer: BRISTOL-MYERS SQLJIBB M A N U F A C m G  COY 
MAYAGUEZ, PUERTO RICO 

Packer: BRISTOL-MYERS SQUIBB AUSTRALIA PTY LTD, 
NOBLE PARK, VICTORIA, AUSTRALIA 

Laboratory: FPRC: BRISTOL-MYERS SQUIBB MANUFACTTJRING CO, 
MAYAGUEZ, PUERTO R E O  

NOBLE PARK, VICTORIA, AUSTRALIA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
MERCK PHARMACEUTICAL MANUFACTURER, 
WADEVELE, GERMISTON, RSA 

BRISTOL-MYERS SQUlBB AUSTRALIA PTY LTD, 

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/20.1.1/0632 

Name of medicine: REZIDIME 1000 INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAWS: 
CEFTAZIDIME PENTAHYDRATE EQUIVALENT TO 
CEFTAZIDIME 1,0 G 

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

Applicant: RESMED HEALTHCARE 

Manufacturer: ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, INDIA 

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, JNDIA 

Laboratory: FPRC: ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, INDIA 

DURBAN, RSA 
FPm: RESMED HEAL'THCARE, SPRINGFIELD PARK, 

Shelf-life: 36 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A38/20.1.1/0634 

Name of medicine: REiZIDlME 2000 INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH VIAL CONTAlNS: 
CEFTAZIDIME PENTAHYDRATE EQWALENT TO 
CEFTAWDIME 2,O G 

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

Applicant: RESMED HEALTHCARE 

Manufacturer: ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, INDIA 

Packer: ASTRAL PHARMACEUTICAL INDUSTRIES, 
GUJARAT, INDIA 

Laboratory: FPRC: ASTRAL PHARMACEUTICAL JNDUSTRZES, 
GUJARAT, INDIA 

DURBAN, RSA 
FPRR: RESMEDHEALTHCARE, SPRINGFIELD PARK, 

Shelf-life: 36 months 

Date o f  registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRC/FPRR: 

S he1 f-li fe: 

A38/13.4.1/0668 

ASPEN MOMETASONE CREAM 

CREAM 

EACH 1,O g CREAM CONTAINS: 
MOMETASONE FUROATE 120 mg 

PHARMACARELJMITED 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

PHGRMACARE LTD, KORSTEN, PORT ELIZABETH 

SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 
PHARMACARE LTD, RORSTEN, PORT ELIZABETH 

24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A38/20.1.1/0692 

ZITHROGEN 250 

TABLET 

EACH TABLET CONTAINS: 
AZITHROMYCIN MONOHYDRATE 
HEMETHANOLATE EQUIVALENT TO 
AZITHROMYCIN 250,O MG 

XDUA PHARMACEUTICALS (PTY) LTD 

GERARD LABORATORIES, DUBLIN, IRELAND 

GERARD LABORATORIES, DUBLIN, IRELAM) 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEWLLE, GEWSTON, RSA 

GERARD LABORATORIES, DUBLIN, IRELAhB 
MERCK PHARMACEUTIC& MAMIFACTURZNG, 
WADEVILLE, GEWSTON, RSA 
SOUTH AFNCAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRlAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 
XDUA PHARMACEUTICALS, MODDERFONTEIN, 
RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A38/20.1.1/0693 

ZITHROGEN 500 

TABLET 

EACH TABLET CONTAINS: 
AZITHROMYCIN MONOHYDRATE 
HEMIETHANOLATE EQUIVALENT TO 
AZITHEOMYCIN 500,O MG 

XIXIA PHARMACEUTICALS (PTY) LTD 

GERARD LABORATORIES, DUBLIN, IRELAND 

GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

GERARD LABORATORIES, DUBLIN, RELAND 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, M A  
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 
XDCIA PHARMACEUTICALS, MODDERFONTEIN, 
RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3 W20.1. I /0715 

Name of medicine: CIPRODAC 500 

Dosage form: TABLET 

Active ingredients: EACH TABLET C 0 N " S :  
CIPROFLOX4Cn\T HYDROCHLORIDE EQUIVALENT 
TO CIPROFLOXACIN 500,O MG 

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

Applicant: BE-TABS PHARMACEUTICALS (PTY) LTD 

Manufacturer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDIA 

Packer: CADILA PHARMACEUTICALS LTD, AHMEDABAD, 
GUJARAT, INDJA 

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

FPRR: BE-TABS PHARMACEUTICALS, ROODEPOORT, RSA 

She1 f-li fe: 36 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/2. 5/0O02 

Name of medicine: ASPEN LAMOTRIGINE 25 MG DISPERSIBLE 

Dosage fom: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGIJSE 25,O mg 

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

AppIicant: PHA.RMACARE LIMITED 

Manufacturer: GENPHARM PHARMACEUTICALS Jnc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Packer : GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS Inc, ONTmO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, P R E T O U ,  RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM, M A  
PHARMACW LTD, KORSTEN, PORT ELIZABETH FPRR: 

S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

* Registration number: A3 9/2.5/0003 

Name of medicine: ASPEN LAMOTRIGINE 50 MG DISPERSIBLE 

Dosage form: TABLET 

Active ingredients: EACH TABLET C 0 N " S :  
LAMOTRIGINE 50,O rng 

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

Applicant: PHARMACARELIMITED 

Manufacturer: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Packer: GENPHARM PHARMACETJTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNNERSITY, POTCHEFSTROOM, RSA 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

S helf-li fe : 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 @4BR 15) 

Registration number: A39/2.5/0004 3 

Name of medicine: ASPEN LAMOTRIGINE 100 MG DISPERSIBLE 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGTNE 100,O mg 

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

Applicant: PHARMACARELlMITED 

Manufacturer: GEMPHARM PHARMACEUTICALS hc ,  ONTARIO, 
CANADA 
ASPEN PHpJiMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Packer: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 
SOUTH AFRICANBUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM, RSA 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
~ ~~ 

Registration number: A39/2.5/0006 

Name of medicine: ASPEN LAMOTRIGINE 5 MG DISPERSIBLE 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 590 mg 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Packer: GENPHARM PHARMACEUTICALS Inc, ONTARTO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, M A  
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, W E R S J T Y ,  POTCHEFSTROOM, RSA 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/2.5/0007 

Name of medicine: ASPEN LAMOTRIGINE 200 MG DISPERSIBLE 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMOTRIGINE 200,O mg 

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

Applicant: PHARMACARELlMITED 

Manufacturer: GENPHARM PHARMACEUTICALS h c ,  ONTARIO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 

Packer: GENPHARM PHARMACEUTICALS Inc, ONTARIO, 
CANADA 
ASPEN PHARPV’TACARE LTD, KORSTEN, PORT 
ELIZDETH 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS Inc, ONTARTO, 
CANADA 
ASPEN PHARMACARE LTD, KORSTEN, PORT 
ELIZABETH 
SOUTH MNCAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM, RSA 
PHARMACARE LTR, KORSTEN, PORT ELIZABETH FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



No. 28511 153 STAATSKOERANT, 24 FEBRUARIE 2006 

MRF 15 (MBR 15) 

Registration number: A39/3 5/Q016 

Name of medicine: ZEVALIN 

Dosage form: INFUSION 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: 
IBRITUMOMABTIUXETAN 1,6 MG 

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

Applicant: SCHEIUNG (PTY) LTD 

Manufacturer: IDEC PHARMACEUTICALS, S A N  DIEGO, CA, USA 
BAXTER PHARMACEUTICAL SOLUTIONS, 
BLOOMINGTON, INDIANA, USA 

Packer: BAXTER PHARMACEUTICAL SOLUTIONS, 
BLOOMINGTON, INDIANA, USA 
SCHERING AG, BERLIN, GERMANY 

Laboratory: FPRC: SCHERING AG, BEFUN, GERMANY 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, P R E T O U  

FPRR: SCHERING, MIDRAND, RSA 

Shelf-life: 12 months for BULK SOLUTIONS 
24 months for KIT SOLUTIONS 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/20.1.1/0020 

Name of medicine: MACROZIT 500 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
AZITHROMYCIN 500,O mg 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: N A S  PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

Packer: 

Laboratory: 

lNTAS PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 

W A S  PHARMACEUTICALS LTD, MATODA, 
GUJARAT, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, 
JOHANNESBURG, RSA 
CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

She1 f-life: 24 months 

Date of registration: 23 SEPTEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A3 96.1 010062 

ASPEN ONDANSETRON 4 MGl2 ML 

INJECTION 

EACH 1,O ml LIQUID CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 

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

PHARMACARELlMITED 

STRIDES ARCOLAB LTD, BANG, 

TO ONDANSETRON 2,o mg 

LORE, INDL L 

STRIDES ARCOLAB LTD, BMGALORE, INDIA 

STRIDES ARCOLAB LTD, BANGALORE, INDIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

24 months 

25 NOVEMBER 2005 
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M.RF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredier.,;: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer : 

Laboratory: FPRC: 

Fpm 

Shelf-life: 

Date of registration: 

A39/5.10/0063 

ASPEN 0"SETRON 8 MG/4 ML 

INJECTION 

EACH 1,O m LIQUID CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUNALENT 
TO ONDANSETRON 230 mg 

PHARMACARE LIMITED 

STRIDES AFXOLAB LTD, BANGALORE, INDIA 

STRIDES ARCOLAB LTD, BANGALORE, INDIA 

STRIDES ARCOLAB LTD, BANGALORE, INDIA 
LENNON LTD, KORSTEN, PORT ELIZABETH 
PHARMACARE LTD, KORSTEN, PORT ELEAl3ETH 

24 months 

25 NOVEMBER 2005 
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MRF 15 

Registration number: A3 9120.2.81 008 8 

Name of medicine: REYATAZ 150 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ATAZANAVR SULPHATE EQUIVALENT TO 
ATAZANAVR 150,O mg 

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD 

ManUfactuer: BRISTOL-MYERS SQUIBB CO, EVANSVILLE, 
INDIANA, USA 

Packer: BRISTOL-MYERS SQUIBB CO, EVANSVILLE, 
INDIANA, USA 
BRISTOL LABORATORDES INTERNATIONAL, 
EDIFICIO, PANAMA 
BRISTOGMYERS SQUIBB, MEYMAC, FRANCE 

Laboratory: FPRC: BRISTOL-MYERS SQUIBB CO, EVANSVILLE, 
INDIANA, USA 
CONSVLTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
MERCK PHARMACEUTICAL MANUFACTURJB, 
WADEVILLE, GERMISTON, RSA 

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA 

S helf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



158 No. 28511 GOVERNMENT GAZETTE, 24 FEBRUARY 2006 

MRF 15 

Registration number: A39/20.2.8/0089 

Name of medicine: REYATAZ 200 MG 

Dosage fonn: CAPSULE 

Active ingredients: EACH CAPSULE C 0 N " S :  
ATAZANAWR SULPHATE EQUIVALENT TO 
ATAZANAVIR 200,O mg 

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

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD 

Manufacturer: BRISTOL-MYERS SQUIl3B CO, EVANSVILLE, 
INDIANA, USA 

Packer: BRISTOL-MYERS SQUIBB CO, EVANSVILLE, 
INDIANA, USA 
BRlSTOL LABORATORIES INTERNATIONAL, 
EDIFICIO, PANAMA 
BRISTOLMYERS SQUIBB, MEYMAC, FRANCE 

Laboratory: FPRC: BRISTOLMYERS SQUIBB CO, EVANSVILLE, 
INDIANA, USA 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 
MERCK PHARMACEUTICAL MANUFACTURER, 
WADEVILLE, GERMISTON, RSA 

FPRR: BRISTOL-MYERS SQUIBB, BEDFORDVIEW, RSA 

S helf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: A39/7,1.3/0 108 

Name of medicine: LISOZIDE 10 (TABLETS) 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 10,O mg 
HYDROCHLOROTHIAZIDE 12,5 mg 

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

Applicant: AUSTELL LABORATORIES (PTY) LTD 

Manufacturer: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 

Packer: 

Laboratory: 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDLA 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROEMCLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
AUSTELL LABORATORIES, SAXONWOLD, RSA 

Shelf-life: 24 months 

Date of registration: 29 JULY 2005 
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MRF 15 (MBR 15) 
~- - 

Registration number: A39/7.1.3/0 109 

Name of medicine: LISOZIDE 20 (TABLETS) - 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LISINOPRIL DIHYDRATE EQUIVALENT TO 
LISINOPRIL 20,O mg 
HYDROCHLOROTHLAZIDE 12,5 mg 

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

Applicant: AUSTELL LABORATORIES (PTY) LTD 

Manufacturer: IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDIA 

Packer: 

Laboratory: 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, mIA 

IPCA LABORATORIES LTD, DADRA & NAGAR 
HAVELI, INDLA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
AUSTELL LABORATORIES, SAXOWOLD, M A  

Shelf-life: 24 months 

Date of registration: 29 JULY 2005 

28511 -5 
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MRF 15 (MBR 15) 

1 Registration number: A39/7.1.3/0141 

Name of medicine: W E  1,25 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRZL 1,25 MG 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: GENfWARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y Q W C A ,  BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FAJXMA y QUIMICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Laboratory: F'PRC: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QuIMfCA, BARCELONA, SPAIN 
SOUTH AFIUCANBUREAU OF 
STANDARDS, GROENIUOOF, PRETORIA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, W E R S I T Y ,  PRETORIA, RSA 

FPRC/FI)RR: PHARMACARE LTD, RORSTEN, PORT ELZZABETH 
. 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

G06-013440-6 28511 -6 
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MRF 15 (MBR 15) 

Registration number: A3 9/7.1.3/0142 

Name of medicine: RAMPIL2,5 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
lL4MIPRIL 2,s MG 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: GENFHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QUINICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM INC, ETOBICOKE, ONTAWO, CANADA 
MERCK FARMA y QUTMICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
SOUTH AFRICAN B W A U  OF STANDARDS, 
GROENKLOOF, P R E T O U  
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, PRETORIA, RSA 

FPRCFPRR: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 



STAATSKOERANT, 24 FEBRUARIE 2006 No. 28511 163 

MRF 15 (MBR 15) 

Registration number: A3 9/7.1.3/0 1 43 

Name of medicine: RAMPIL 5 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMlPRIL 5,O MG 

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

Applicant : PHARMACARELIMTTED 

Manufacturer: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QUIMICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QUINICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QUIMICA, BARCELONA, SPAXN 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORZA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, PRETORIA, RSA 

FPRCLFPRR: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

She f-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0144 

Name of medicine: RAMPIL 1OMG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIpm 10,O MG 

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

Applicant: PHARMACARE LIMITED 

Manufacturer: GENPHARM INC, ETOBICOJSE, ONTARIO, CANADA 
MERCK FARMA y QUTMICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Packer: GENPHARM INC, ETOBICOKE, ONTAFUO, CANADA 
MERCK FARMA y QvWrICA, BARCELONA, SPAIN 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Laboratory: FPRC: GENPHARM INC, ETOBICOKE, ONTARIO, CANADA 
MERCK FARMA y QuaUCA, BARCELONA, SPAIN 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRET0R.W 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, PRETORIA, RSA 

FPRCFPRR: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 * 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-li fe: 

Date of registration: 

A39/7.1.3/0145 

MERCK-CARVEDILOL 3,125 

TABLET 

EACH TABLET CONTAINS: 
CARVEDILOL 3,125 mg 

1, 2,37 4 7  5,6,  7 

XDaQ PHARMACEUT1CAJ-S (PTY) LTD 

SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 

SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, ELELAND 
Mc DERMOTT LABORATORIES, DUBLIN, IRELAND 
GENEFUCS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
MERCK PHARMACEUTICAL MANIJFACTURING, 
WADEVILLE, GERMISTON, M A  

SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 
Mc DERMOTT LABORATORIES, DUBLIN, IRELAM> 
GENERICS UK LTD, POTTERS BAR, 
WERTFORDSHIRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, U"ERslTY, POTCHEFSTROOM, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
XDUA PHARMACEUTICALS, MODDEFWONTEIN, 
RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

She1 f-li fe: 

Date of registration: 

A39/7.1.3/0146 

MERCK-CARVEDILOL 6,25 

TABLET 

EACH TABLET CONTAINS: 
CARVEDILOL 6,25 mg 

xD(IA PHARMACEUTICALS (PTY) LTD 

SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, KR.ELAND 

SPECIFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 
Mc DERMOTT LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD, POTTERS BAR, 
HZRTFORDSHIRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 
Mc DERMOTT LABORATOFWB, DUBLIN, lRELAND 
GENERICS UK LTD, POTTERS BAR, 
HERVORDSHRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
XrXTA PHARMACEUTICALS, MODDERFONTEIN, 
RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0 147 

Name of medicine: MERCK-CARVEDILOL 12,5 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDEOL 12,5 mg 

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

Applicant: XIXLA PHARMACEUTICALS (PTY) LTD 

Manufacturer: SPECSAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 

Packer: SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, lRELAND 
Mc DERMOTT LABORATORES, DUBLIN, IRELAND 
GENEFUCS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMXSTON, RSA 

Laboratory: FPRC: SPECFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 
Me DERMOTT LABORATORTES, DUBLIN, IRELAND 
GENERICS U K  LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
I?-CY, UNNERSITY, POTCHEFSTROOM, M A  
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 

RSA 
FPRR: xua4 PHARMACEUTICALS, MODDERFONTEIN, 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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lwiF 15 (MBR 15) 

Registration number: A39/7.1.3/0148 

Name of medicine: MERCK-CARVEDILOL 25 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
CARVEDILOL 25 mg 

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

Applicant: XKL4 PHARMACEUTICALS (PTY) LTD 

Manufacturer: SPECIFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 

Packer: SPECIFAR S.A., ATHENS, GREECE 
CHANELLE MEDICAL LTD, GALWAY, IRELAND 
Mc DERMOTT LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMTSTON, RSA 

Laboratory: FPRC: SPECFAR S.A., ATHENS, GREECE 
CHAMeLLE MEDICAL LTD, GALWAY, IRELAND 
Mc DERMOTT LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSKIRE, UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLB, GERMISTON, RSA 
RIJSEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 

RSA 
FPRR: XIXIA PHARMACEUTICALS, MODDERFONTEIN, 

. 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3913410162 

c 

Name of medicine: SABAX LOW GLUCOSE ACID DIASOL 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 

GLACIAL ACETIC ACID 6,310 G 
POTASSIUM CHLORIDE 3,920 G 
CALCIUM CHLORIDE DIHYDRATE 7,720 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 2,135 G 
GLUCOSE MONOHYDRATE 38,50 G 

SODIUM CHLORIDE 214,a G 

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

Applicant: ADCOCK INGRAM CRJTICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: WICKHAM LABORATORIES, WICKHAM, 
HAMPSHIRE, U.K. 

JOHANNESBURG, RSA 
FPRCEPRR: ADCOCK INGWW CRITICAL CARE, AEROTON, 

S helf-li fe : 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39134101 63 

Name of medicine: SABAX LOW MAGNESIUM ACID DIASOL 
;. 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHLORIDE 214,8 G 
GLACIAL ACETIC ACID 6,310 G 
POTASSIUM CHLORIDE 3,920 G 
CALCIUM CHLORIDE DIHYDRATE 7,720 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 2,135 G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: ADCOCK I N G W  CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: WlCKE3A.M LABORATORIES, WICKHAM, 
HAMPSHIRE, U.K. 

JOHANNESBURG, RSA 
FPRCEPRR: ADCOCK INGRAM CRITICAL CARE, AEROTON, 

She1 f-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/34/0164 

Name of medicine: SABAX LIQUID BICARBONATE 
CONCENTRATE 8,4 % 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM BICARBONATE 84,O G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: 

Laboratory: FPRC: WICKHAM LABORATORIES, WICKHAM, 
HAMPSHIRE, U.K. 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

FPRR; 

S helf-life: 24 months 

0 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3913410165 

Name of medicine: SABAX STANDARD CHRONIC ACID DIASOL 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHLORIDE 214,8 G 
GLACIAL ACETIC ACID 6,310 G 
POTASSIUM CHLORIDE 3,920 G 
CALCIUM CHLORIDE DIHYDRATE 7,720 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 5,340 G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOWANNESBURG, RSA 

Packer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: WICKHAM LABORATORIES, WICKHAM, 
HAMPSHIRE, U.K. 

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

S he1 f- life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3 9/34/0 1 68 

Name of medicine: SABAX STANDARD ACUTE ACID DIASOL 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHL0Ft.DE 198,40 G 
GLACIAL, ACETIC ACID 6,310 G 
POTASSIUM CHLORIDE 3,920 G 
CALCIUM CHLORIDE DIHYDRATE 7,720 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 5,340 G 
GLUCOSE MONOHYDRATE 154,OO G 

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

Applicant: ADCOCK I N G W  CRITICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: ADCOCK INGR4M CRITICAL CARE , AEROTON, 
JONANNESBURG, RSA 

Laboratory: FPRC: WICKHAM LABORATORIES, WICKHAM, 
HAMPSHIRE, U.K. 

JOHANNESBURG, RSA 
FPRCLFFRR: ADCOCK INGRAM CRITICAL CARE, AEROTON, 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3913410 169 

Name of medicine: SABAX HIGH POTASSIUM ACID DJASOL 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O ml SOLUTION CONTAINS: 
SODIUM CHLORIDE 198,40 G 
GLACIAL ACETIC ACID 6,310 G 
POTASSLUM CHLORIDE 9,130 G 
CALCIUM CHLORIDE DDFM)RATE 7,720 G 
MAGNESIUM CHLORIDE HEXAHYDRATE 5,340 G 
GLUCOSE MONOHYDRATE 154,OO G 

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

Applicant: ADCOCK INGRAM cmrca CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: FPRC: WICKHAMLABORATORIES, WICK€IAM, 
HAMPSHIRE,  U.K. 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBlXG, RSA 

FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
- ~- 

Registration number: A39/2.2/0184 

Name of medicine: MIDAZOLAM-CP 5 MG/5 ML 

Dosage form: INJECTION 

Active ingredients: EACH 5,O ml AMPOULE CONTAINS: 
MIDAZOLAM 5,O MG 

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

Applicant: PHARMAPLAH (PTY) LTD 

Manufacturer: LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 

Packer: LABORATORIOS WIG JOFRE, BARCELONA, SPAIN 

Laboratory: FPRC: LABORATORIOS REIG JOFRE, BARCELONA, SPAJN 
COMBNO PHARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

F P m  PHARMAPLAN, MDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: A3912.210185 

Name of medicine: MIDAZOLAM-CP 15 MG/3 ML 

Dosage form: INJECTION 

Active ingredients: EACH 3,O rnl AMPOULE CONTAINS: 
MJDAZOLAM 15,Q MG 

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

Applicant: PHARMAPLAN (PTY) LTD 

Manufacturer: LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 

Packer : LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 

Laboratory: FPRC: LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 
COMBINO PKARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORBS, 
STAR STREET, BOKSBURG, RSA 

FPRR: PHARMNLAN, MIDRAND, RSA 

Shelf-life: 24 months 

. 
. 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MJ3R 15) 

Registration number: A3 912.210 1 86 

Name of medicine: MIDAZOLAM-CP 50 MGllO ML 

Dosage form: INJECTION 

Active ingredients: EACH l0,O ml AMPOULE CONTATNS: 
MZDAZOLAM 50,O MG 

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

Applicant: PHARMAPLAN (PTY) LTD 

Manufacturer: LABORATORIOS REI0 JOFRE, BARCELONA, SPAIN 

Backer: LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 

Laboratory: FPRC: LABORATORIOS REIG JOFRE, BARCELONA, SPAIN 
COM3lNO PHARM S.L., BARCELONA, SPAIN 
CONSULTING CHEMICAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

FPRR: PHARMAPLAN, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MR.F 15 (MBR 15) 

Registration number: A3 9/1.2/02 16 

Name of medicine: XET 20 TABLETS 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PAROXETM KYDR0CHI;ORIDE EQUIVALENT TO 
PAROXETBJE 20,O MG 

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

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

Manufacturer: CADILA HEALTHCARE, SANAND, AHMEDABAD, 
INDIA 

Packer: CADILA HEALTHCARE, S A N N ,  AHMEDABAD, 
INDIA 

Laboratory: F'PRC: CADILA HEALTHCARE, S A N A N D ,  AHMEDABAD, 
INDIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, l J " S I T Y ,  POTCHEFSTROOM 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA, RSA 

FPRR: ZYDUS HEALTHCARE, POTCHEFSTROOM, RSA 

Shelf-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (Ml3R 15) 

Registration number: A3 91 2.81 022 8 

Name of medicine: IBUMOL BANANA 

Dosage form: SUSPENSION 

Active ingredients: EACH 10,O mI SUSPENSION CONTAJNS: 
PARACETAMOL 250,O mg 
IBUPROFEN 200,O mg 

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

Applicant: PHARMACARELIMl[TED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

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

FPRC: SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORLA, RSA 
RESEARCH I NSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM, RSA 

Packer: 

Laboratory: 

, S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/2.8/0229 

Name of medicine: IBUMOL GRAPE 

Dosage form: SUSPENSION 

Active ingredients: EACH 10,O rnl SUSPENSION CONTAINS: 
PARACETAMOL 250,O rng 
IBUPROFEN 200,O mg 

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

Applicant: PKARMACARELIMITED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

Packer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WITSONU, EAST LONDON 

Laboratory: FPRC: ASPEN PHA.R.MACARE, WILSONIA, EAST LONDON 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
RESEARCH I NSTITUTE FOR PHARMACEUTICAL 
SERVICES, UMVERSITY, POTCHEFSTROOM, RSA 
PHARMACARE LTD, KORSTEN, PORT ELIZABETH FPRR: 

She1 f-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MXF 15 (MBR 15) 

Registration number: A39/7.1.3/023 1 

Name of medicine: PREXUM2,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PEFUNDOPIUL ARGININE 2,5 MG 

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

Applicant: BIOGARAN SOUTH AFRICA (PTY) LTD 

Manufacturer: LES LABORATORES SERVIER INDUSTRIE, GIDY, 
FRANCE 
SERVER INDUSTRTES LTD, ARKLOW, IRELAND 

Packer: LES LABORATOIRES SERVIER INDUS'rR,lB, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, W O W ,  IRELAND 
TECHMKON LABORATORIES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVIER INDUSTRE, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, ARKLOW, IRELAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: BIOGARAN S.A., RNONTA, RSA 

S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0232 

Name of medicine: PREXUM 5 MG 

Dosage form: TABLET 

Active ingredierlts: EACH TABLET COI?"S: 
PERINDOPRIL AEtGININE 5,O MG 

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

Applicant: BIOGARAN SOUTH AFRICA (PTY) LTD 

Manufacturer: LES LABORATORBS SERVIER INDUSTRIE, GIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 

Packer: LES LABORATOIRES SERVIER INDUSTRE?, GIDY, 
FRANCE 
SERVIER 1;NDUSTRIES LTD, ARKLOW, IRELAND 
TECHNXON LABORATORIES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVIER INDUSTRIE, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, ARKLOW, IRELAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPm: BIOGARAN S.A., RIVONZG, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (NBR 15) 

Registration number: A39/7.1.3/0233 

Name of medicine: PREXUM 10MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PERIND0PRILARGI”E 10,O MG 

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

Applicant: BIOGARAN SOUTH AFR-ICA (FTY) LTD 

Manufacturer: LES LABORATOIRES SERVER INDUSTRIE, GIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 

Packer: LES LABORATOIRES SERVIER INDUSTIIIE, GIDY, 
FRANCE 
SERVIER INDUSTRlES LTD, ARKLOW, IRELAND 
TECHNlKON LABORATORIES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVER INDUSTRIE, CIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: BIOGARAN S.A., RIVONIA, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 
- -- 

Registration number: A39/7.1.3/0234 

Name of medicine: COVERSYL 2,5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PERINDOPRILARGZNINE 2,5 MG 

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

Applicant: SERVIER LABORATORIES SOUTH AFRICA (PTY) LTD 

Manufacturer: LES LABORATOIRES SERVTER IPJDUSTRIE, GIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 

Packer: LES LABOMTOIRES SERVIER INDUSTRIE, GIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 
TECHNLKON LABORATORZES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVIER INDUSTRIE, GTDY, 
FRANCE 
SERVIER INDUSTRZES LTD, ARKLOW, IRELAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: SERVIERLABORATORLES, WONIA, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0235 

Name of medicine: COVERSYL 5 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET C O ~ A I l V S :  
PERINDOPRILARGTNINE 5,O MG 

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

Applicant: SERVER LABORATORIES SOUTH AFRICA (PTY) LTD 

Manufacturer: LES LABORATOIRES SERVER INDUSTRE, GIDY, 
FRANCE 
SERVIER INDUSTRIES LTD, ARKLOW, IRELAND 

Packer: LES LABOMTOIRES SERVER INDUSTRE, GIDY, 
F " C E  
SERVER INDUSTRIES LTD, -OW, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVER INDUSTRIE, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, ARKLOW, IRELAND 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: SERVER LABOMTOWS, RZVONIA, RSA 

A 

Shelf-life: 

Date of registration: 

24 months 

25 NOVEMBER 2005 
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MRF 15 (Ml3R 15) 

Registration number: A3917.1.3f 023 6 

Name of medicine: COVERSYL 10 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
PERINDOPRZL ARGININE 10,O MG 

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

Applicant: SERVER LGBORATORJES SOUTH AFRICA (PTY) LTD 

Manufacturer: LES LABORATOIRES SERVER ADUSTRIE, GIDY, 
FRANCE 
SERVIER OVDUSTRIES LTD, ARKLOW, IRELAND 

Packer: LES LABORATOIRES SERVER INDUSTRE, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, ARKLOW, IRELAND 
TECHNIKON LABORATORIES, ROBERTVILLE, RSA 

Laboratory: FPRC: LES LABORATOIRES SERVER INDUSTRIE, GIDY, 
FRANCE 
SERVER INDUSTRIES LTD, ARKLOW, I R E L M  
INSPECTORATE M&L, OFWONDE, JOHANNESBURG 

FPRR: SERVIER LABORATORIES, WONIA, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

, 
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MRF 15 (MBR 15) 

Registration number: A39/20.2.8/0249 

Name of medicine: ASPEN ZIDOVUDIN!E 100 MG 

Dosage form: CAPSUE 

Active ingredients: EACH CAPSULE CONTAINS: 
ZLDOVUDINE 100,O MG 

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

Applicant: PHARMACARELJMITED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN P€IARMACARE, WILSONIA, EAST LONDON 

PHARMACAREJ LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONJA, EAST LONDON 

Laboratory: F'PRC: ASPEN PHARMACARE, WILSONIA, EAST LONDON 

Packer: 

SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENIUOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UMVERSM'Y, POTCHEFSTROOM 

FPRCLFPRR: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

Shelf-life: 24 months 

Date of registration: 25 NOVE?MBER 2005 
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MRF 15 (MBR 15) 
~ ~ _ _ _  

Registration number: A39/20.2.8/0250 

Name of medicine: ASPEN ZlDOVUDINE 250 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
ZlDOVUDINE 250,O MG 

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

Applicant: PHARMACARELIMITED 

Manufacturer: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONIA, EAST LONDON 

PHARMACARE LTD, KORSTEN, PORT ELIZABETH 
ASPEN PHARMACARE, WILSONLA, EAST LONDO 

Laboratory: FPRC: ASPEN PHARMACARE, WILSONIA, EAST LONDO 

Packer: 

SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 
REBEARCH INSTITUTE FOR PHARMACEUTICAL 
SERVICES, UNIVERSITY, POTCHEFSTROOM 

FPRC/FPRR: PHARMACARE LTD, KORSTEN, PORT ELIZABETH 

She1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (M1SR 15) 

Registration number: A39/11.4.3/0255 

Name of medicine: A.PEX-"TTIDINE 150 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RA"DDJE HYDROCHLORIDE EQUrC'ALENT TO 
RANTIDINE 150,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Packer: MEDREICH STERIL,AB LTD, VRGONAGAR, 
BANGfiORE, INDIA 

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

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPm: 

Shelf-life: 

Date of registration: 

A3911 1.4.3f0256 

A P E X - m I D I N E  300 MG 

TABLET 

EACH TABLET CONTAINS: 
RA"€DINE HYDROCHLORIDE EQUIVUENT TO 
RANrrlDm 300,O MG 

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

CAMOX PHARMACEUTICALS (PTY) LTD 

MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

MEDREICH STERDLAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

MEDREICH STElULAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

24 months 

25 NOVEMBER 2005 

. 
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MRF 15 (MBR 15) 

Registration number: A39f 1 1.4.3f0276 

, Name of medicine: CAMOX-RANITLDM 150 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
RANITDINE HYDROCHLORIDE EQUIVALENT TO 
RANITIDINE 150,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Packer: MEDREICH STERlLAB LTD, VIRGONAGAR, 
BANGMORE, INDIA 

Laboratory: FPRC: MEDRElCH STEFULAl3 LTD, VDRGONAGAR, 
BANGALORE, INDIA 
SOUTH AFRICAN BUREAU OF STAMDARDS, 
GROEmOOF,  PRETORIA, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
BARDENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 
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Registration number: A391 1 1.430277 

Name of medicine: CAMOX-RANITIDINE: 300 MG 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTATNS: 
RANITIDN HYDROCHLORIDE E Q W U E N T  TO 
RANITIDINE 300,O MG 

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

Applicant: CAMOX PHARMACEUTICALS 0 LTD 

Manufacturer: MEDREICH STERILAB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Packer: MEDREICH STER€L,AB LTD, VIRGONAGAR, 
BANGALORE, INDIA 

Laboratory: FPRC: MEDWICH STERlLAB LTD, VIRGONAGAR, 
BANGALOlU, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSTITUTE FOR P H m C E U T I C A L  SERVICES, 
BA€U?ENE, BOKSBURG, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

28511 -6 
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MRF 15 (MBR 15) 
~ ~ _ _ _  

Registration number: A3 9/20.1.1/0292 

Name of medicine: SANDOZ C-OMYCIN 125 P 

Dosage form: SUSPENSION 

Active ingredients: EACB S,O ml SUSPENSION CONTAINS: 
CLARJmmOMYClN 125,Q MG 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: LEK d.d., LJUBLJANA, SLOVENIA 
KERN PHARMA S.A., VENUS, TERUASSA, SPAIN 

KERN PHARUA SA.,  VENUS, TERRASSA, SPAIN 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

~~ 

Packer: 

Laboratory: FPRC: KERN PHARMA S.A., VENUS, TERRASSA, SPAIN 
FPRCIFPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

G06-07 3440-7 2851 1 -7 
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MRF 15 (MBR 15) 
-~~ , 

Registration number: A39/2O. 1.110293 

Name of medicine: SANDOZ CLARITHROMYCIN 250 P 

Dosage form: SUSPENSION 

Active ingredients: EACH 5,O ml SUSPENSION C 0 N " S :  
CLARITHRONYCIN 250,O MG 

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

Applicant: SAND02 (PTY) LTD 

Manufacturer: LEK d.d., LJUBLJANA, SLOVENIA 
KERN PHARMA S.A., VIEWS, TERRASSA, SPAIN 

Packer: KERN PHARMA S.A., VENUS, TERRASSA, SPAIN 
NOVARTIS, SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: KERN PHARMA S.A., "US, TElUUSSA, SPAIN 
FPRCEPRR: NOVARTIS, SPARTAN, KEMPTON PARK, RSA 
FPRR: SAMTOZ, SPARTAN, KEMPTON PARK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (M?3R 15) 

Registration number: A39/7.1.3/0304 

Name of medicine: APEX - RAMIPRIL 1,25 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRIL 1,25 MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: PCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Packer: PCA LABORATORlES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Laboratory: FPRC: IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROEMCLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SEVERTONDALE, RSA 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0305 

Name of medicine: APEX - RAMIPm 2,5 MG 

Dosage form: CAPSULE 
> 

Active ingredients: EACH CAPSULE CONTAWS: 
RAMIPRIL 2,5 MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Packer: IPCA LABORATORTES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Laboratory: FPRC: PCA LABOMTORTES LTD, DADRA & 
NAGAR mvm, INDM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
INSPECTORATE N&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0306 

Name of medicine: APEX - RAMPRE 5 MG 

Dosage fom: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPluL 5,O MG 

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

Applicant: CAMOX PHARMACEUTICALX (PTY) LTD 

Manufacturer: IPCA LABORATORZES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Packer: IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Laboratory: FPRC IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 
SOUTH AFRTCAN BUREAU OF STANDARDS, 
GROEMKLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0307 

Name of medicine: APEX - RAMIPRJL 10 MG 

Dosage form: CAPSULE 

Active ingredients: EACH CAPSULE CONTAINS: 
RAMIPRII;. 10,O MG 

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

Applicant: CAMOX PHARMACEUTICALS (PTY) LTD 

Manufacturer: IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Packer : IPCA LABORATORIES LTD, DADRA & 
NAGAR HAVELI, INDIA 

Laboratory: FPRC: IPCA LABORATORIES LTD, DADRA & 
NAGAR mvELr, INDIA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROEMKLOOF, PRETORIA, RSA 
INSPECTORATE M&L, ORMONDE, JOHANNESBURG 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SILVERTONDALE, RSA 

FPRR: CAMOX PHARMACEUTICALS, ROSEBANK, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3 9/2.2/0348 

Name of medicine: MERCK-ZOLPIDEM 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
ZOLPlDEM TARTRATE 10,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
MERCK FARMA y QUlMICA SA, BARCELONA, 
SPAIN 

Packer: MERCK PHARMACEUTICAL MANUFAC'I"G, 
WADEVILLE, GEWSTON, RSA 
MERCK FARMA y QUIMlCA SA, BARCELONA, 
SPAIN 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENBRICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 

Laboratory: FPRC: MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
MERCK FARMA y QUIMICA SA, BARCELONA, 
SPAIN 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD, POTTERS BAR, 
HERTFORDSHIRE, UK 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UMVERSITY, POTCHEFSTROOM, RSA 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
MERCK GENERICS RSA, MODDERFONTEDJ, RSA FPRR: 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/7.1.3/0349 

Name of medicine: MERCK-FOSINOPRIL 20 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
FOSINOPRIL SODIUM 20,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 

Packer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
GENERICS [UK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
GENERICS [UK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEhIBER 2005 
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c 

MRF 15 (MBR 15) 

Registration number: A39/34/0400 

Name of medicine: SABAX LOW CALCIUM ACID DIASOL (1,25 mmolll) 

Dosage form: SOLUTION 

Active ingredients: EACH 1000,O mi SOLUTION CONTAINS: 
SODIUM CHLORIDE 214,8 G 
GLACIAL, ACETIC ACID 6,310 G 
POTASSIUM CHLORDE 3,920 G 

6,430 G C A L C m  CHLORIDEDIHYDRATE 
MAGNESIUM CHLORIDE HEXAHYDRATE 2,135 G 

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

Applicant: ADCOCK INGRAM CRITICAL CARE (PTY) LTD 

Manufacturer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Packer: ADCOCK INGRAM CRITICAL CARE, AEROTON, 
JOHANNESBURG, RSA 

Laboratory: mJRC: WICKHAM LABORATOlUES, WICKHAM, 
HAMPSHIRE, U.K. 
ADCOCK INGRAM CRITICAL CARE, AEROTON, 

FPRCIFPRR: JOHANNESBURG, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 
FPRR: 

Shelf4 fe: 

Date of registration: 

A39/11.9/0406 

LOPDIUM 

TABLET 

EACH TABLET CONTAINS: 
LOPERAMIDE HYDROCHLORIDE 2,O MG 

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

CPLA MEDPRO (PTY) LTD 

CIPLA LTD, RAIGAD, MAHARAS€-ITRA, INDIA 

CIPLA LTD, RAIGAD, MAHARASHTFU, INDIA 

CIPLA LTD, RAIGAD, MAHARASHTRA, INDIA 
CIPLA MEDPRO, ROSENPARK, BELLVILLE, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A3911 1.9/O407 

Name of medicine: CIPLA-LQPERAMIDE 

Dosage form: TABLET 

Active ingredients: EACH TA3LET CONTAINS: 
LOPERAMlDE HYDROCHLORIDE 2,O MG 

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

Applicant: CIPLA LIFE SCIENCES (PTY) LTD 

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

M A  

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

~ _ -  ~- 

Registration number: A3915 lW04 13 

Name of medicine: ODARON 4 MG TABLETS 

Dosage form: 

Active. ingredie 

Conditions of r 

Applicant: 

Manufacturer: 

Packer: 

TABLET 

ts: EACH TABLET CONTATNS: 
ONDANSETRON HYDROCHLORIDE EQWALBNT 
TO ONDANSETRON 490 mg 

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

PH.ARMAPLANpTY)LTD 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

Laboratory: FPRC: M J PHARMACEUTICALS LTD, GUJARAT, INDIA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 

FPRR. P l W R M A P L A N , ~ ~ , R S A  

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

A39/5.10/0414 

ODARON 8 MG TABLETS 

TABLET 

EACH TABLET CONTAINS: 
ONDANSETRON HYDROCHLORIDE EQUIVALENT 
TO ONDANSETRON 890 mg 

PHARMAPLAN (PTY) LTD 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 

M J PHARMACEUTICALS LTD, GUJARAT, INDIA 
CONSULTING CHEMICAL LABORATORIES, STAR 
STREET, BOKSBURG, RSA 
PHARMAPLAN, MIDRAND, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 (NBR 15) 
~- 

Registration number: A39/7.1.3/0441 

Name of medicine: MERCK-FOSINOPRLL 10 . 
Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
FOSINOPFUL SODIUM 10,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 

Packer: GENPHARM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
GENERICS [VK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 

Laboratory: FPRC: GENPHGRM PHARMACEUTICALS INC, ONTARIO, 
CANADA 
GENERICS [VK] LTD, POTTERS BAR, 
HERTFORDSHIRE, U.K. 
GERARD LABORATORIES, DUBLIN, IRELAND 
MERCK PHARMACEUTICALS MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 

FPRR: MERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A39/5.10/0448 

Name of medicine: ODARON 4 MG INJECTION 

Dosage form: INJECTION 

Active ingredients: EACH 1,0 ml SOLUTION CONTATNS: 
ONDASETRON HYDROCHLORIDE EQUIVALENT TO 
ONDANSETRON 2,O MG 

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

Applicant: PHARMiPLAN (PTY) LTD 

Manufacturer: M J PHARMACEUTICALS LTD, PANCHMAHAL, 
GUJARAT, INDIA 

Packer: M J PHARMACEUTICALS LTD, PANCHMAHAL, 
GUJARAT, INDIA 

Laboratory: FPRC: M J PHARMACEUTICALS LTD, PANC-, 
GUJARAT, INDIA 
CONSULTING CHEMCCAL LABORATORIES, 
STAR STREET, BOKSBURG, RSA 

wm: P-LAN, MIDRAND, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRJ? 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 

Shelf-life: 

Date of registration: 

A39/5.10/0509 

MERCK-ONDANSETRON 4 MG/2 ML 

INJECTION 

EACH 2,O ml AMPOULE CONTAINS: 
ONDANSETRON HYDROCHLORIDE 
EQUIVALENT TO ONDANSETRON 4,O MG 

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

MERCK GENERICS RSA (PTY) LTD 

PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 

PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
GERARD LABORATONES, DUBLIN, IRELAND 
GENERICS, POTTERS BAR, HERTFORDSHIRE, 
UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS, POTTERS BAR, HERWORDSHIRE, 
UK 
MERCK PHARMACEUTICAL MANUFACTURZNG, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHAFMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
MERCK GENERICS, MODDERFONTEIN, RSA 

24 months 

25 NOVEMBER 2005 
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MRF 15 

Registration number: A39/5.10/05 10 

Name of medicine: MERCK-ONDANSETRON 8 MG/4 ML 

Dosage form: INJECTION 

Active ingredients: EACH 4,O ml AMPOULE CONTAINS: 
ONDANSETRON HYDROCHLORIDE 
EQUIVALENT TO ONDANSETRON 8,O MG 

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

Applicant: MERCK GENERICS RSA (PTY) LTD 

Manufacturer: PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 

Packer: PHARMATNEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
GERARD LABORATORIES, DDLIN, IRELAND 
GENERICS, POTTERS BAR, KERTFORDSHIRE, 
UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 

Laboratory: FPRC: PHARMATHEN PHARMACEUTICAL INDUSTRY, 
ATHENS, GREECE 
GERARD LABORATORIES, DUBLIN, IRELAND 
GENERICS, POTTERS BAR, HERTFORDSHIRE, 
UK 
MERCK PHARMACEUTICAL MANUFACTURING, 
WADEVILLE, GERMISTON, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, UNIVERSITY, POTCHEFSTROOM 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 

FPRR: NERCK GENERICS, MODDERFONTEIN, RSA 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A40/2 1.2/0006 

Name of medicine: DIAGLIM 1 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
GLIMEPIRIDE 130 mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: NOVARTIS S.A., SPARTAN, KEMPTON PARK, M A  

Packer: NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

Laboratory: FPRC: SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRCLFPRR: NOVARTIS S.A., SPARTAN, KEMPTON PARIC, RSA 
FPRR: SANDOZ, SPARTAN, JCEMPTON PARK, RSA 

Shelf-life: 24 months 

. 

Date of registration: 25 NOVEMBER 2005 
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MRF 15 (MBR 15) 

Registration number: A40/2 1.2/0007 
, 

Name of medicine: DIAGLlM 2 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
GLlMEPlRIDE 290 mg 

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

Applicant: SANDOZ LTD 

Manufacturer: 

Packer: 

Laboratory: FPRC: SOUTH AFRICAN BUREAU OF STANDARDS, 

NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

GROENKLOOF, PRETORIA, RSA 
ANALYTICON, KEMPTON PARK, RSA 

FPRUFPRR: NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

S he1 f-li fe: 24 months 

Date of registration: 25 NOVEMBER 2005 

t 
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MRF 15 (MBR 15) 

Registration number: A40/2 1.2/0008 I 

\ 

Name of medicine: DIAGLIM 4 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
GLIMEPIRIDE 4,o mg 

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

Applicant: SANDOZ (PTY) LTD 

Manufacturer: 

Packer: 

Laboratory: FPRC: SOUTH AFRICAN BUREAU OF STANDARDS, 

WOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 

NOVARTIS S.A., SPARTAN, KEMPTON PARK, M A  

GROENKLOOF, PRETORIA, RSA 
ANAL;YTICON, KEMPTON PARK, RSA 

FPRCRPRR: NOVARTIS S.A., SPARTAN, KEMPTON PARK, RSA 
FPRR: SANDOZ, SPARTAN, KEMPTON PARK 

Shelf-life: 24 months 

Date of registration: 25 NOVEMBER 2005 

. 

i 
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Registration number: A40/2.7/0255 

Name of medicine: BARRS PARACETAMOL SYRUP 

Dosage form: SYRUP 

Active ingredients: EACH 5,O ml SYRUP CONTAINS: 
PARACETAMOL 120,O ml 

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

Applicant: BARRS PHARMACEUTICAL INDUSTRIES CC 

Manufacturer: BARRS PHARMACEUTICAL INDUSTRIES, 
OBSERVATORY, CAPE TOWN 

Packer: BARRS PHARMACEUTICAL INDUSTRIES, 
OBSERVATORY, CAPE TOWN 

Laboratory: FPRCRPRR: BARRS PHARMACEUTICAL INDUSTRTES, 
OBSERVATORY, CAPE TOWN 
SOUTH AFRICAN BUREAU OF STANDARDS, 
GROENKLOOF, PRETORIA 

FPRC: 

Shelf-life: 24 months 

. Date of registration: 25 NOVEMBER 2005 




