
MRF15 MRF 15 

Registration number. 42/34/0496 Registration number. 42120.2.210566 Registration number: 42120.2.2/0684 

Name of mediCine: IMAVEC Name of mediCine: BIO FLUCONAZOLE 50 mg Name of medicine: BIO FLUCONAZOLE 150 mg 

Dosage form: CAPSULE Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 

IMATINIB MESYLATE FLUCONAZOLE 50,0 mg FLUCONAZOLE 150,0 mg 

EQUIVALENT TO 
IMATINIB 100,0 mg 

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

Applicant: CIPLA MEDPRO (PTY) l TO Applicant: BIOTECH LABORATORIES (PTY) Applicant: BIOTECH LABORATORIES (PTY) L TO 
LTD 

Manufacturer: CIPLA L TO, UNIT VI, VERNA, Manufacturer. UNIQUE PHARMACEUTICAL Manufacturer. UNIQUE PHARMACEUTICAL 

GOA, INDIA LABORATORIES (DIVISION OF LABORATORIES (DIVISION OF 
J.B.CHEMICALS & J.B.CHEMICALS & PHARMACEUTICALS), (/) 
PHARMACEUTICALS), PANOLI, PANOU, GUJARAT, INDIA );! GUJARAT, INDIA ::; 

Packer. CIPLA L TO, UNIT VI, VERNA, Packer. UNIQUE PHARMACEUTICAL Packer. UNIQUE PHARMACEUTICAL 
LABORATORIES (DIVISION OF LABORATORIES (DIVISION OF 

(/) 
GOA, INDIA A J.B.CHEMICALS & J.B.CHEMICALS & PHARMACEUTICALS), 0 PHARMACEUTICALS), PANOLI, PANOLI, GUJARAT, INDIA m GUJARAT, INDIA ll 

Laboratory: FPRC: CIPLA LTD, UNIT VI, VERNA, Laboratory: FPRC: UNIQUE PHARMACEUTICAL Laboratory: FPRC: UNIQUE PHARMACEUTICAL )> 
z 

GOA, INDIA LABORATORIES (DIVISION OF LABORATORIES (DIVISION OF .--1 J.B.CHEMICALS & J.B.CHEMICALS & PHARMACEUTICALS), 
PHARMACEUTICALS), PANOLI, PANOLI, GUJARAT, INDIA co 
GUJARAT, INDIA INSTITUTE FOR PHARMACEUTICAL c.... 
INSTITUTE FOR SERVICES, SILVERTONDALE, PRETORIA, c 
PHARMACEUTICAL SERVICES, RSA z 
SILVERTONDALE. PRETORIA, M & L LABORATORY SERVICES (PTY) m 
RSA L TO, LIMBRO BUSINESS PARK, 

1\) 
M & L LABORATORY SERVICES SANDTON.RSA 0 
(PTY) L TO, LIMBRO BUSINESS CONSULTING CHEMICAL LABORATORIES 
PARK, SANDTON, RSA (PTY) L TO, A TLASVILLE, BOKSBURG, RSA 1\) 

CONSULTING CHEMICAL RESEARCH INSTITUTE FOR INDUSTRIAL 
LABORATORIES (PTY) L TO, PHARMACY, NORTH-WEST UNIVERSITY, 
ATLASVILLE, BOKSBURG, RSA POTCHEFSTROOM,RSA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: CIPLA MEDPRO, FPRR: BIOTECH LABORATORIES (PTY) FPRR: BIOTECH LABORATORIES (PTY) L TO. 

ROSENPARK, BELLVILLE, L TO, MIDRAND, RSA MIDRAND, RSA 

RSA 

Shelf-life: 24 months Shelf~ife: 36 months Shelf~ife: 36 months 

Date of registration: 2 MARCH 2012 Data of registration: 2MARCH2012 Date of registration: 2 MARCH 2012 z 
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Reglslration rumber. 42135/0689 RegiSU'ation number: 42120.2.2/0690 Registrali<m number: 42130.110765 
(]! 
1:. 
0 

Name of medicine: ULTRA·TECHNEKOW FM Name of medicine: B!O FLUCONAZOLE 200 mg Name of medicine: iYSABR! ({) 

Dosage form: RADIONUCLIDE GENERATOR Dosage form: TABLET Dosage form: INFUSION 

Active ingredients: EACH GENERATOR CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 ml CONCENTRATE CONTAINS: 
SODIUM MOLYBDATE 2,15 GBq FLUCONAZOLE 200,0mg NATALIZUMAB 20,0mg 
SODIUM PERTECHNETATE 2,08 GBq 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1 > 2, 3, 4, 5, 6, 7 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 

Applicant: COVIDIEN (PTY) L TO Applicant: BIOTECH LABORATORIES (PlY) Applicant PHARMAPLAN (PTY) LTD 
LTD 

Manufacturer: MALliNCKROOT MEDICAL B. V., Manufaclurer. UNIQUE PHARMACEUTICAL Manufacturer: TEVA PARENTERAL MEDICINES INC, IRVINE, 
PETTEN,NETHERLANDS LABORATORIES (DIVISION OF CALIFORNIA, USA G) 

J.B.CHEMICALS & HOSPIRA INC, MCPHERSON, KANSAS, USA 0 PHARMACEUTICALS), PANOLI, VETTER PHARMA-FERT!GUNG GmbH & Co, < GUJARAT, INDIA MOOSWIESEN, RAVENSBURG, GERMANY m 
Packer. MALUNCKRODT MEDICAL B.V., Packer: UNIQUE PHARMACEUTICAL Peeker: TEVA PARENTERAL MEDICINES INC, IRVINE, 

:0 z PETTEN,NETHERLANDS LABORATORIES (DIVISION OF CALIFORNIA, USA s:: J.B,CHEMICALS & HOSPIRA INC, MCPHERSON, KANSAS, USA m PHARMACEUTICALS), PANOU, VETTER PHARMA-FERTIGUNG GmbH & Co, z GUJARAT, INDIA MOOSWIESEN, RAVENSBURG, GERMANY -1 BIOGEN !DEC DENMARK MANUFACTURING, 
HILLEROD, DENMARK G) 
ELAN PHARMA INTERNATIONAL LTD, )> 
ATHLONE, WESTMEATH, IRELAND N 

m 
laboratory: FPRC: MALLINCKRODT MEDICAL B.V., Laboratory: FPRC: UNIQUE PHARMACEUTICAL Laboratory: FPRC VETTER PHARMA-FERTIGUNG GmbH & Co, -1 

PETTEN,NETHERLANDS LABORATORIES (DIVISION OF MOOSWIESEN, RAVENSBURG, GERMANY -1 
PET LABS PHARMACELmCAL (PTY) J.B.CHEMICALS & BIOGEN !DEC DENMARK MANUFACTURING, 

m 
l TO, GROENKLOOF, PRETORIA, RSA PHARMACEUTICALS), PANOLI, HILLEROD, DENMARK CD 

GUJARAT, INDIA BIOGEN !DEC B.V., HOOFODORP, THE c.. 
INSTITUTE FOR PHARMACEUTICAL NETHERLANDS c 
SERVICES, SILVERTONDALE, ELAN PHARMA INTERNATIONAL LTD, z 
PRETORIA, RSA ATHLONE, WESTMEATH, IRELAND m 
M & L LABORATORY SERVICES VETTER PHARMA-FERTIGUNG GmbH & Co, 1\J 
(PTY) LTD, UMBRO BUSINESS SCHUETZENSTRASSE,RAVENSBUR~ 0 
PARK,SANDTON,RSA GERMANY ...... 
CONSULTING CHEMICAL VETTER PHARMA-FERTIGUNG GmbH & Co, 1\J 

LABORATORIES (PTY) LTD, HOLBEINSTRASSE, RAVENSBURG, GERMANY 
ATLASVILLE, BOKSBURG, RSA VETTER PHARMA·FERTlGUNG GmbH & Co, 
RESEARCH INSTITUTE FOR LANGENARGEN,GERMANY 
INDUSTRIAL PHARMACY, NORTH-
WEST UNIVERSITY. 
POTCHEFSTROOM,RSA 

FPRR: PET LABS PHARMACEUTICAL (PTY) FPRR: BIOTECH LABORATORIES (PTY) FPRR: PHARMAPLAN, MIDRAND, RSA 
l TO, GROENKLOOF, PRETORIA, RSA l TO, MIDRAND, RSA 
COVIDIEN (PTY) LTD, MIDRAND, RSA 

SheiHHe: 24 months (Provisional) Shelf-tHe: 36months Shelf~ffe: 24 months (Provisional) 

Date of registration: 2 MARCH2012 Date of regislrallon: 2 MARCH2012 Date of registraliqj: 2 MARCH2012 



MRF15 MRF15 MRF15 

RegiSiration number. 42120.1.1/0915 Registration number. 42120.2.8/0943 Registration number. 4215.7.110985 

Name 01 medicine: VANCOMYCIN SAFELINE Name of medicine: DEZZO TRIVIR Name of medicine: OYNA DESlORATADINE 5 mg 

INJECTION 500 mg 

Dosage l'oon: INJECTION Dosage fonn: TABLET Dosage form: TABlET 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLETS CONTAINS: Active ingredients: EACH TABLET CONTAINS: 

VANCOMYCIN STAVUDINE 30,0mg OESlORATADINE 5,0mg 

HYDROCHLORIDE LAMIVUDINE 150,0mg 
EQUIVALENT TO VANCOMYCIN NEVI RAPINE 200,0mg 
500,0 mg 

Conditions of registratlon: 1,2,3,4,5,6, 7 Conditions of registration: 1,2,3,4, 5,6, 7,8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Appticant: SAFEUNE PHARMACEUTICALS Applicant: DEZZO TRADING 392 (PTY) Applicant: PHARMA DYNAMICS (PTY) l TO C/) 

(PTY) LTD L TO, T/A INDO PHARMA ~ 
Manufacturer. VIANEX SA, PALINI ATTICI, Manufacturer. EMCURE PHARMACEUTICALS Manufacturer. PHARMASCIENCE INC, MONTREAl, ~ 

QUEBEC, CANADA C/) 
GREECE LIMITED, HINJWADI, PUNE, A 

INDIA 0 
m 

Packer: VIANEX SA, fPALINI ATTICI, Packer: EMCURE PHARMACEUTICALS Packer: PENDOPHARM INC, MONTREAl, ll 

GREECE LIMITED, HINJWADI, PUNE, QUEBEC, CANADA )> 
ROPACK INC, MONTREAl, QUEBEC, z 

INDIA CANADA :-! 
TECHNIKON LABORATORIES, (X) 
ROBERTVIllE, FlORIDA c... 
PHARMACEUTICAl ENTERPRISES c 
N'DABENI z 
OIVPHARM MANUFACTURING & m PACKAGING, lONGDAlE, 
JOHANNESBURG 1\) 

0 
laboratory: F PRC: VIANEX SA, PALINI ATTIC!, laboratory: FPRC: EMCURE PHARMACEUTICALS Laboratory: FPRC PHARMASCIENCE INC, MONTREAl, 

..... 
1\) 

GREECE LIMITED, HINJWADI, PUNE, QUEBEC, CANADA 
PENDOPHARM INC, MONTREAl, 

INSTITUTE FOR INDIA QUEBEC, CANADA 
PHARMACEUTICAL SERVICES, CONSULTING CHEMICAL CONSULTING CHEMICAl 

SILVERTONDALE, PRETORIA, LABORATORIES (PTY) LTD, LABORATORIES, ATLASVILLE, 

RSA A TLASVILLE, BOKSBURG, 
BOKSBURG,RSA 

RSA 

FPRR: SAFELINE PHARMACEUTICALS FPRR: DEZZO TRADING 392 (PTY) FPRR: PHARMA DYNAMICS, WESTLAKE, 

(PTY) L TO, FLORIDA, L TO, T/A INDO PHARMA, CAPE TOWN, RSA 

JOHANNESBURG,RSA ANCHORVILLE, LENASIA, RSA 

Shelf-life: 24 months Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) z 
Dais 01 registration: 2 MARCH2012 Date of regi81ration: 2 MARCH2012 Date of regllllration: 2MARCH2012 9 
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MRF 15 MRF15 ~F 15 w 
Registration number: 42132.210988 Regislration number: 4213410996 Reglslration number: 43/3.2/0266 

(11 .,. 
0 

Name of medieine: ASPENCEPT 250 mg Name of medicine: ASPEN WATER FOR INJECTION Name of medicine: DYNAALENDRONATE 70 mg <.0 

Dosage foml: CAPSULE Dosage foml: INJECTION Dosage foml: TABLET 

Active ingrediants: EACH CAPSULE CONTAINS: Active ingredients: EACH AMPOULE CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
MYCOPHENOLATE MOFETIL WATER FOR INJECTIONS 2,0ml ALENDRONATE 250,0mg 

TRIHYDRATE MONOSODIUM 
EQUIVALENT TO 
ALENDRONIC ACID 70,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 
G) 

Applicant PHARMACARE L TO Applicant: PHARMACARE LIMITED Appficant: PHARMA DYNAMICS (PTY) 0 
LTD < m 

Manufacturer. STRIDES ARCOLAB LIMITED, Manufacturer. STRIDES ARCOLAB POLSKA SP, Manufacturer. LAB ORA TORI OS BELMAC, Jl 
z ANEKAL TALUK, BANGALORE, INDIA WARSZAWA, POLAND S.A., ZARAGOZA, SPAIN s: PHARMACARE LTD, KORSTEN, 

PORT ELIZABETH, RSA m 
z 

Packer: STRIDES ARCOLAB LIMITED, Packer. STRIDES ARCOLAB POLSKA SP, Packer. LABORATORIOS BELMAC, -; 
ANEKAL TALUK, I:WIGALORE, INDIA WARSZAWA, POLAND SA, ZARAGOZA, SPAIN G) 
PHARMACARE LTD, KORSTEN, PHARMACARELTD,KORSTEN,PORT )> 
PORT ELIZABETH, RSA ELIZABETH, RSA N 

m 
Laboratory: FPRC: STRIDES ARCOLAB LIMITED, Laboratory: FPRC: STRIDES ARCOLAB POLSKA SP, Laboratory: FPRC LABORA TORI OS BELMAC, -; 

ANEKAL TALUK. BANGALORE. INDIA WARSZAWA, POLAND SA, ZARAGOZA, SPAIN 
-; 

PHARMACARE L TO, KORSTEN, RESEARCH INSTITUTE FOR INDUSTRIAL m 
PORT ELIZABETH, RSA PHARMACY, NORTH-WEST UNIVERSITY, CONSULTING CHEMICAL 00 
RESEARCH INSTITUTE FOR POTCHEFSTROOM,RSA LABORATORIES, c.... 
INDUSTRIAL PHARMACY, NORTH- M&L LABORATORY SERVICES, LIMBRO ATLASVILLE, BOKSBURG, c 
WEST UNIVERSITY, BUSINESS PARK. SANDTON, RSA z 
POTCHEFSTROOM, RSA SABS COMMERCIAL (PTY) L TO RSA m 
SABS COMMERCIAL (PTY) L TO PHARMACEUTICAL CHEMISTRY TECHNIKON LABORATORIES !\) 
PHARMACEUTICAL CHEMISTRY DEPARTMENT GROENKLOOF, (PTY) L TO, ROBERTVILLE, 0 
DEPARTMENT, GROENKLOOF, PRETORIA, RSA ...... 
PRETORIA, RSA FLORIDA, RSA !\) 

M & L LABORATORY SERVICES 
(PTY) L TO, LIMBRO BUSINESS PARK. 
SANDTON, RSA 

FPRR: PHARMACARELTD,KORSTENPORT FPRR: PHARMACARELTD,KORSTEN,PORT FPRR: PHARMA DYNAMICS (PTY) 
ELIZABETH, RSA ELIZABETH, RSA LTD, WESTLAKE, CAPE PHARMACARE LTD, WOODMEAD, 
SANDTON, RSA TOWN,RSA 

Shell-lffa: 24 months (Provisional) Shelf-Ina: PHARMACARE LTD, WOODMEAD, Shelf-life: 24 months 
SANDTON, RSA 

Date of registr.ation: 2 MARCH2012 Date of registration: 24 months Date of registration: 2MARCH2012 

2 MARCH2012 



MRF15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

43111.4.310439 

VIAPAN 

POWDER FOR INJECTION 

EACH VIAL CONTAINS: 
PANTOPRAZOLE SODIUM 
EQUIVALENT TO 
PANTOPRAZOLE 40,0mg 

1, 2, 3, 4, 5, 6, 7, 8 

SAFELINE PHARMACEUTICALS 
(PTY) LTD 

VIANEX S.A., PALIN! ATTIC!, 
GREECE 

VIANEX SA, PALIN! ATTIC!, 
GREECE 

VIANEX SA, PALIN! ATTIC!, 
GREECE 
INSTITUTE FOR 
PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA, 
RSA 

SA FELINE PHARMACEUTICALS 
(PTY) LTD, FLORIDA, 
JOHANNESBURG,RSA 

24 months (Provisional) 

2 MARCH 2012 

MRF15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

43134/0613 

ZOMEDRON 

INJECTION 

EACH VIAL CONTAINS: 
ZOLEDRONIC ACID 4,0 mg 

1, 2, 3, 4, 5, 6, 7, 8 

CIPLA MEDPRO (PTY) L TO 

CIPLA L TO, UNIT IX, VERNA, GOA, 
INDIA 

CIPLA LTD, UNIT IX, VERNA, GOA, 
INDIA 

CIPLA L TO, UNIT IX, VERNA, GOA, 
INDIA 

CIPLA LTD, UNIT IX, VERNA, GOA, 
INDIA 

24 months (Provisional} 

2MARCH 2012 

MRF15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

Shelf-life: 

Date of registration: 

4315.7.1/0643 

AURO CETIRIZINE TABLETS 
5mg 

TABLET 

EACH TABLET CONTAINS: 
CETIRIZINE 
DIHYDROCHLORIDE 5,0 mg 

1, 2, 3, 4, 5, 6, 7, 8 

AUROBINOO PHARMA (PTY) 
LTD 

AUROBINDO PHARMA LIMITED, 
UNIT Ill, QUTHUBULLAPUR 
MANDAL, RANGA REDDY 
DISTRICT, HYDERABAD, 
ANDHRA PRADESH INDIA 

AUROBINDO PHARMA LIMITED, 
UNIT Ill, QUTHUBULLAPUR 
MANDAL, RANGA REDDY 
DISTRICT, HYDERABAD, 
ANDHRA PRADESH INDIA 

AUROBINDO PHARMA LIMITED, 
UNIT Ill, QUTHUBULLAPUR 
MANDAL, RANGA REDDY 
DISTRICT, HYDERABAD, 
ANDHRA PRADESH INDIA 
M &L LABORATORY SERVICES, 
LIMBRO BUSINESS PARK, 
SANDTON, RSA 
KHULULEKANILABORATORY 
SERVICES cc, COVENTRY 
PARK, MIDRAND, RSA 

AUROBINDO PHARMA (PTY) 
L TO, MEYERSDAL, 
JOHANNESBURG,RSA 

24 months (Provisional) 

2MARCH 2012 
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MRF1S MRF15 ~F 15 

Registration numboc 4315.7.1/0644 Registration rumboc 4315.7.1/0645 Regilllralion numboc 43/5.7.1/0646 z 
!' 

Name of medicine: AURO CETIRIZINE TABLETS Name of medicine: TRANTRIN TABLETS 5 mg Name of medicine: TRANTRIN TABLETS 10 mg (,) 
(J1 

10mg .J:>. 
0 

Dosege form: TABLET Dosage form: TABLET Dosege form: TABLET <0 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CETIRIZINE CETIRIZINE CETIRIZINE DIHYDROCHLORIDE 
DIHYDROCHLORIDE 10,0 mg DIHYDROCHLORIDE 5,0 mg 10,0mg 

Condiliorts of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1,2,3,4,5,6, 7, 8 Conditions of registration: 1,2,3,4, 5,6, 7,8 

Applicant: AUROBINDO PHARMA (PTY) Applicant AUROBINDO PHARMA (PTY) Applicant AUROBINOO PHARMA (PTY) LID 
LTD LTD 

Manufacturer. AUROBINDO PHARMA MarMaclurer: AUROBINDO PHARMA Manufacturer. AUROBINOO PHARMA LIMITED, G) 
LIMITED, UNIT Ill, LIMITED, UNIT Ill, UNIT Ill, QUTHUBULLAPUR 0 
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, MANDAL, RANGA REDDY DISTRICT, < 
RANGA REDDY DISTRICT, RANGA REDDY DISTRICT, HYDERABAD,ANDHRAPRADESH m 

ll 
HYDERABAD,ANDHRA HYDERABAD, ANDHRA INDIA z 
PRADESH INDJ,A PRADESH INDIA s: 

m 
Packer: AUROBINOO PHARMA Packer. AUROBINDO PHARMA Packer: AUROBINDO PHARMA LIMITED, z 

LIMITED, UNIT Ill, LIMITED, UNIT Ill, UNIT Ill, QUTHUBULLAPUR -1 
G) 

QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, MANDAL, RANGA REDDY DISTRICT, )> 
RANGA REDDY DISTRICT, RANGA REDDY DISTRICT, HYDERABAD,ANDHRAPRADESH N 
HYDERABAD,ANDHRA HYDERABAD,ANDHRA INDIA m 

PRADESH INDIA PRADESH INDIA ~ 
m 

laboralory. FPRC: AUROBINDO PHARMA Laboratory: FPRC: AUROBINDO PHARMA Laboralory: FPRC AUROBINDO PHARMA LIMITED, 0) 

LIMITED, UNIT Ill, LIMITED, UNIT Ill, UNIT Ill, QUTHUBULLAPUR c.. 
QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, MANDAL, RANGA REDDY DISTRICT, c 

z RANGA REDDY DISTRICT, RANGA REDDY DISTRICT, HYDERABAD,ANDHRAPRADESH m 
HYDERABAD,ANDHRA HYDERABAD, ANDHRA INDIA 1\) 

PRADESH INDIA PRADESH INDIA M &L LABORATORY SERVICES, 0 

M &L LABORATORY SERVICES, M &L LABORATORY LIMBRO BUSINESS PARK, 1\) 

LIMBRO BUSINESS PARK, SERVICES, LIMBRO SANDTON,RSA 
SANDTON, RSA BUSINESS PARK, SANDTON, KHULULEKANILABORATORY 
KHULULEKANILABORATORY RSA SERVICES cc, COVENTRY PARK, 
SERVICES cc, COVENTRY KHULULEKANILABORATORY MIDRAND, RSA 
PARK, MIDRAND, RSA SERVICES cc, COVENTRY 

PARK, MIDRAND, RSA 

FPRR: AUROBINOO PHARMA (PTY) FPRR: AUROBINDO PHARMA (PTY) FPRR: AUROBINDO PHARMA (PTY) LTD, 
L TO, MEYERSDAL, L TO, MEYERSDAL, MEYERSDAL, JOHANNESBURG, 
JOHANNESBURG,RSA JOHANNESBURG,RSA RSA 

Shelf~We: 24 months (Provisional) Shelf41fe: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Date of registnlliof\: 2 MARCH 2012 Date of registration: 2 MARCH2012 Date of registration: 2 MARCH 2012 



MRF15 MRF15 

Registration number. 43/34/0731 Regislration number. 

Name of medicine: CIPLA ZOLEDRONIC ACID Name of medicine: 

Dosage form: INJECTION Dosage form: 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: 

ZOLEDRONIC ACID 4,0 mg 

Conditions of registration: 1,2,3,4, 5,6, 7, 8 Conditions of regislration: 

Applicant: CIPLA LIFE SCIENCES (PTY) Applicant: 

LTD 

Manufacturer: CIPLA LTD, UNIT IX, VERNA, Manufacturer. 

GOA, INDIA 

Packer: CIPLA LTD, UNIT IX, VERNA, Packer. 

GOA, INDIA 

Laboratory: FPRC CIPLA LTD, UNIT IX, VERNA, Laboratory: FPRC: 

GOA, INDIA 

FPRR: CIPLA LIFE SCIENCES, FPRR: 

ROSENPARK, BELLVILLE 

Shelf·l~e: 24 months (Provisional) Shelf~ife: 

Date of registration: 2 MARCH 2012 Date of registration: 

~RF15 

43/20.2.8/0831 

HETLAM 

TABLET 

EACH TABLET CONTAINS: 
LAMIVUDINE 150,0 mg 

1,2,3,4, 5,6, 7, 8 

BLISS 
PHARMACEUTICALS cc 

HETERO DRUG LTD, 
JEEDIMETLA 
HYDERABAD, INDIA 

HETERO DRUG LTD, 
JEEDIMETLA 
HYDERABAD, INDIA 

HETERO DRUG LTD, 
JEEDIMETLA 
HYDERABAD, INDIA 

BLISS 
PHARMACEUTICALS, 
WOODMEAD, SANDTON 

24 months 
(Provisional) 

2 MARCH 2012 

Regislration number. 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of regislration: 

Applicant: 

Manufacturer. 

Packer. 

Laboratory: FPRC 

FPRR: 

She~-llfe: 

Date of registration: 

43/26/0913 

IXEMPRA 15 mg 

POWDER AND DILUENT FOR 
SOLUTION FOR INFUSION 

EACH VIAL CONTAINS: 
IXABEPILONE 15,0 mg 

1,2,3,4,5,6, 7,8 

BRISTOL-MYERS SQUIBB (PTY) 
LTD 

BAXTER ONCOLOGY GmbH, 
HALLENVESTFALEN,GERMANY 

BAXTER ONCOLOGY GmbH, 
HALLENVESTFALEN,GERMANY 
BRISTOL-MYERS SQUIBB S.r.l., 
SERMON ETA. LATINA, ITALY 

BAXTER ONCOLOGY GmbH, 
HALLENVESTFALEN,GERMANY 
BRISTOL-MYERS SQUIBB S.r.l., 
SERMONETA, LATINA. ITALY 
CONSULTING CHEMICAL 
LABORATORIES (PTY) L TO, 
ATLASVILLE, BOKSBURG, RSA 
MERCK PHARMACEUTICAL 
MANUFACTURER (PTY) LTD, 
WADEVILLE, GERMISTON, RSA 

BRISTOL-MYERS SQUIBB (PlY) 
L TO, BEDFORDVIEW, 
JOHANNESBURG, RSA 

24 months (Provisional) 

2MARCH2012 
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Registration number: 43/2610914 Registration number. 4317.1.311094 Registration number. 4317.1.311095 U1 
.J>. 

Name of medicine: IXEMPRA 45 mg Name of medicine: CO-TEKTURNA 150mgl12,5 mg Name of medicine: CO=TEKTURNA 150 mg/25 mg 
0 
!D 

Dosage form: POWDER AND DILUENT FOR SOLUTION Dosage form: TABLET Dosage form: TABLE 
FOR INFUSION 

Active ingredients: EACH VIAL CONTAINS: Aciive ingredients: EACH TABLET CONTAINS: Aciive ingredients: EACH TABLET CONTAINS: 
IXABEPILONE 45,0mg AUSKIREN HEMIFUMARATE ALISKIREN HEMIFUMARATE 

EQUIVALENT TO ALISKIREN 150,0 mg EQUIVALENT TO ALISKIREN 
HYDROCHLOROTHIA21DE 12,5 mg 150,0mg 

HYDROCHLOROTHIA21DE 25,0 mg 

Conditions of regislration: 1, 2, 3, 4, 5, 6, 7. 8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1' 2, 3, 4, 5, 6, 7, 8. 

Applicant: BRISTOL-MYERS SQUIBB (PTY) LTD AppUcant: NOV ARTIS SA (PTY) LTD Applicant NOV ARTIS SA (PTY) L TO 

Manufacturer. BAXTER ONCOLOGY GmbH, Manufacturer: NOV ARTIS PHARMA PRODUKTIONS Manufacturer: NOV ARTIS PHARMA PRODUKTIONS (j) 

HALLEIWESTFALEN, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY 0 
NOVARTIS FARMAS.pA, TORRE NOV ARTIS FARMA S.pA, TORRE < m ANNUNZIATA, ITALY ANNUNZIATA, ITALY JJ 

Packer: BAXTER ONCOLOGY GmbH, Packer: NOVARTIS PHARMA PRODUKTIONS Packer: NOVARTIS PHARMA PRODUKTIONS z 
HALLEIWESTFALEN, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY s: 
BRISTOL-MYERS SQUIBB S.r.L, NOV ARTIS FARMA S.p.A., TORRE NOV ARTIS FARMA S.p.A., TORRE m 
SERMONETA, LATINA, ITALY ANNUNZIATA, ITALY ANNUNZIATA, ITALY z 

ALLPACK GROUP AG, REINACH, ALLPACK GROUP AG, REINACH, -i 
SWITZERLAND SWITZERLAND (j) 
KONAPHARMAAG, PRATIELN, KONAPHARMAAG, PRATTELN, > 
SWITZERLAND SWITZERLAND N 
IVERS-LEEAG, BURGDORF, IVERS-LEE AG, BURGDORF, m 
SWITZERLAND SWITZERLAND :j 
LAMP SAN PROSPERO S.pA, SAN LAMP SAN PROSPERO S.p.A., SAN m PROSPERO, !TAL Y PROSPERO, ITALY 
MIPHARM S.p.A., MILANO, ITALY MIPHARM S.pA, MILANO, !TAL Y co 
SANDOZ SA (PTY) L TO, SPARTAN, SANDOZ SA (PTY) L TO, SPARTAN, c._ 
KEMPTON PARK, RSA KEMPTON PARK, RSA c 

Laboratory: FPRC: BAXTER ONCOLOGY GmbH, Laboratory: FPRC: NOVARTIS PHARMA PRODUKTIONS Labonatory: FPRC NOV ARTIS PHARMA PRODUKTIONS 
z 
m 

HALLEIWESTFALEN,GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY 
1\) 

BRISTOL-MYERS SQUIBB S.r.L, NOVARTIS FARMA S.pA, TORRE NOVAJRTIS FARMA S.p.A., TORRE 0 
SERMONETA, LATINA, ITALY ANNUNZIATA, ITALY ANNUNZIATA, ITALY 
CONSULTING CHEMICAL LABORATORIES NOV ARTIS PHARMANAL YTICA SA, NOV ARTIS PHARMANAL YTICA SA. 1\) 

(PTY) LTD, ATLASVILLE, BOKSBURG, RSA LOCARNO, SWITZERLAND LOCARNO, SWITZERLAND 
MERCK PHARMACEUTICAL SANDOZ SA (PTY) LTD, SPARTAN, SANDOZ SA (PTY) LTD, SPARTAN, 
MANUFACTURER (PTY) LTD, WADEVILLE, KEMPTON PARK, RSA KEMPTON PARK. RSA 
GERMISTON, RSA M &L LABORATORY SERVICES, LIMBRO M &L LABORATORY SERVICES, 

BUSINESS PARK, SANDTON, RSA LIMBRO BUSINESS PARK, 
SANDTON, RSA 

FPRR: BRISTOL-MYERS SQUIBB (PTY) L TO, FPRR: NOV ARTIS SA (PTY) L TO, SPARTAN, FPRR: NOVARTIS SA (PTY) LTD, SPARTAN. 
BEDFORDVIEW, JOHANNESBURG, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 

Shelf-l~e: 24 months (Provisional) SheK-I~e: 24 months (Provisional) Shelf-l~e: 24 months (Provisional) 

Date of registration: 2MARCH2012 Date of registration: 2 MARCH2012 Date of registra5on: 2MARCH2012 



MRF 15 MRF15 MRF15 

Registration number: 4317.1.311096 Registration number: 4317.1.311097 Registration number: 4317.1.311098 

Name of medicine: CO.. TEKTURNA 300 mg/12,5 mg Name of medicine: CO-TEKTURNA 300 mg125 mg Name of medicine: CO-RASILEZ 150 mg/12,5 mg 

Dosage form: TABLET Dosage form: TABLET Dosage fonn: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active Ingredients: EACH TABlET CONTAINS: 
ALISKIREN HEMIFUMARATE EQUIVAlENT AliSKIREN HEMIFUMARATE AliSKIREN HEMIFUMARATE 
TO AliSKIREN 300,0 mg EQUIVAlENT TO AliSKIREN 300,0 m EQUIVAlENT TO AliSKIREN 
HYDROCHLOROTHIAZIDE 12,50 mg HYDROCHLOROTHIAZIDE 25,0 mg 150,0 mg 

HYDROCHLOROTHIAZIDE 12,5 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1' 2, 3, 4, 5, 6, 7, 8 

Applicant: NOV ARTIS SA (PTY) L TO Applicant: NOV ARTIS SA (PTY) L TO Applicant NOV ARTIS SA (PTY} L TO 

Manufacturer. NOV ARTIS PHARMA PRODUKTIONS Manufacturer: NOVARTISPHARMAPRODUKTIONS Manufacturer: NOV ARTIS PHARMA PRODUKTIONS 
GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY (/) 
NOV ARTIS FARMA S.p.A., TORRE NOVARTIS FARMA S.p.A., TORRE NOV ARTIS FARMA S.p.A., TORRE 

~ ANNUNZIATA, ITAlY ANNUNZIATA. ITALY ANNUNZIATA, ITAlY 

Packer: NOVARTIS PHARMA PRODUKTIONS Packer: NOVARTIS PHARMA PRODUKTIONS Packer: NOVARTISPHARMAPRODUKTIONS ~ 
GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY (/) 
NOV ARTIS FARMA S.p.A., TORRE NOVARTIS FARMA S.p.A., TORRE NOVARTIS FARMA S.p.A., TORRE "' ANNUNZIATA, ITALY ANNUNZIATA, ITALY ANNUNZIATA, ITALY 0 
ALLPACK GROUP A,G, REINACH, AlLPACK GROUP AG, REINACH, ALLPACK GROUP AG, REINACH, m 
SWITZERLAND SWITZERLAND SWITZERLAND :0 
KONAPHARMAAG, PRATTELN, KONAPHARMA AG, PRA TTELN, KONAPHARMA AG, PRATTELN, )> 
SWITZERLAND SWITZERLAND SWITZERLAND z 
IVERS-LEE AG, BURGDORF, IVERS-LEE AG, BURGDORF, IVERS-LEE AG, BURGDORF, .-i 
SWITZERLAND SWITZERLAND SWITZERLAND (X) 
LAMP SAN PROSPERO S.p.A., SAN LAMP SAN PROSPERO S.p.A., SAN LAMP SAN PROSPERO S.p.A., SAN (_ 
PROSPERO, ITAlY PROSPERO, ITALY PROSPERO, ITALY c 
MIPHARM S.p.A., MILANO, ITALY MIPHARM S.p.A., MILANO, ITALY MIPHARM S.p.A., MILANO, ITALY z SANDOZ SA (PTY) L TO, SPARTAN, SANDOZ SA (PlY) L TO, SPARTAN, SANDOZSA(PTY) LTD, SPARTAN, iii KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 

1\) 

Laboratory: FPRC: NOV ARTIS PHARMA PRODUKTIONS laboratory: NOVARTIS PHARMA PRODUKTIONS laboratory: FPRC NOVARTISPHARMAPRODUKTIONS 0 
GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY 

..... 
NOVARTIS FARMA S.p.A., TORRE 

FPRC: 
NOVARTIS FARMA S.p.A., TORRE NOV ARTIS FARMA S.p.A., TORRE 

1\) 

ANNUNZIATA. ITAlY ANNUNZIATA, ITALY ANNUNZIATA. ITAlY 
NOV ARTIS PHARMANAL YTICA S.A., NOVARTIS PHARMANAL YTICA S.A., NOV ARTIS PHARMANAl YTICA SA, 
LOCARNO, SWITZERLAND LOCARNO,SWITZERLAND LOCARNO,SWITZERLAND 
SANDOZ SA (PTY) L TO, SPARTAN, SANDOZ SA (PTY} LTD, SPARTAN, SANDOZSA(PTY) LTD, SPARTAN, 
KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 
M &L LABORATORY SERVICES, LIMBRO M &L LABORATORY SERVICES, LIMBRO M &L LABORATORY SERVICES, 
BUSINESS PARK, SANDTON, RSA BUSINESS PARK, SANDTON, RSA LIMBRO BUSINESS PARK, 

SANDTON, RSA 

FPRR: NOVARTIS SA (PTY) LTD, SPARTAN, FPRR: Nov ARTIS SA (PTY) L TO, SPARTAN, FPRR: NOV ARTIS SA (PTY) L TO, SPARTAN, 
KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) z 
Date of registration: 2MARCH2012 Date of registration: 2MARCH2012 Date of registration: 2MARCH2012 !J 
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Registration number: 4317.1.311099 Registration number: 4317.1.311100 Registration number: 4317.1.3/1101 01 

~ 

Name of medicine: CO-RASILEZ 150 mg/25 mg Name of medicine: CO·RASILEZ 300 mg/12,5 mg Name of medicine: CO-RASILEZ 300 mg/25 mg 0 
<D 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ALISKIREN HEM!FUMARATE EQUIVALENT ALISKIREN HEMIFUMARATE ALISKIREN HEMIFUMARATE 
TO ALISKIREN 150,0 mg EQUIVALENT TO ALISK!REN 300,0 mg EQUIVALENT TO AL!SKIREN 
HYDROCHLOROTHIAZIDE 25,0 mg HYDROCHLOROTHIAZIDE 12,5 mg 300,0mg 

HYDROCHLOROTHIAZIDE 25,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 6 Conditions of registration: 1,2,3,4,5,6, 7,8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 6 

Applicant: NOV ARTIS SA (PTY) L TO Applicant NOV ARTIS SA (PTY) L TO Applicant: NOV ARTIS SA (PTY) lTD 

Manufacturer: NOVARTIS PHARMA PROOUKT!ONS Manufacturer: NOV ARTIS PHARMA PRODUKTIONS Manufacturer; NOVARTIS PHARMA PRODUKTIONS G) 
GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY 0 
NOV ARTIS FARMA S.p.A, TORRE NOV ARTIS FARMA S.p.A, TORRE NOVARTIS FARMA S.p.A, TORRE < 
ANNUNZIATA. ITALY ANNUNZIATA. ITALY ANNUNZIATA, ITALY m 

:n 
Packer: NOVARTIS PHARMA PRODUKT!ONS Packer: NOV ARTIS PHARMA PRODUKTIONS Packer: NOVARTIS PHARMA PRODUKTIONS z 

GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY ~ 
NOV ARTIS FARMA S.pA. TORRE NOVARTIS FARMA S.p.A, TORRE NOVARTIS FARMA S.p.A, TORRE m 
ANNUNZIATA, ITALY ANNUNZIATA. ITALY ANNUNZIATA, ITALY z 
ALLPACK GROUP AG, REINACH, ALLPACK GROUP AG, REINACH, ALLPACKGROUP AG, REINACH, -i 
SWITZERLAND SWITZERLAND SWITZERLAND G) 
KONAPHARMA AG, RRATTElN, KONAPHARMAAG, PRATTELN, KONAPHARMA AG, PRATTELN, )> 
SWITZERLAND SWITZERLAND SWITZERLAND N 
IVERS-LEE AG, BURGDORF, IVERS·LEE AG, BURGDORF, IVERS-LEEAG, BURGDORF, m 
SWITZERLAND SWITZERLAND SWITZERLAND :::j LAMP SAN PROSPERO S.p.A, SAN LAMP SAN PROSPERO S.p.A, SAN LAMP SAN PROSPERO S.p.A, SAN 
PROSPERO,ITALY PROSPERO, ITALY PROSPERO, ITALY .fTl 
MIPHARM S.p.A, MILANO, ITALY MIPHARM S.p.A, MILANO, ITALY MIPHARM S.p.A, MILANO, ITALY 

OJ SANDOZ SA (PTY) LTD, SPARTAN, SANDOZ SA (PTY) LTD, SPARTAN, SANDOZ SA (PTY) LTD, SPARTAN, 
KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA c... 

c 
laboratory: FPRC: NOVARTIS PHARMA PRODUKTIONS laboratory: NOV ARTIS PHARMA PRODUKTIONS laboratory: FPRC NOVARTIS PHARMA PRODUKTIONS z 

GmbH, WEHR, GERMANY FPRC: GmbH, WEHR, GERMANY GmbH, WEHR, GERMANY m 
NOV ARTIS FARMA S.p.A, TORRE NOV ARTIS FARMA S.p.A, TORRE NOVARTIS FARMA S.p.A., TORRE !\) 

ANNUNZIATA, ITALY ANNUNZIATA, ITALY ANNUNZIATA, ITALY 0 ..... 
NOVARTIS PHARMANALYTICA SA, NOV ARTIS PHARMANAL YTICA SA, NOV ARTIS PHARMANAL YTICA S.A, !\) 
LOCARNO,SWITZERLAND LOCARNO, SWITZERLAND LOCARNO, SWITZERLAND 
SANDOZ SA (PTY) LTD, SPARTAN, SANDOZ SA (PTY) LTD, SPARTAN, SANDOZ SA (PTY) LTD, SPARTAN, 
KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 
M &l LABORATORY SERVICES, LIMBRO M &L LABORATORY SERVICES, LIMBRO M &L LABORATORY SERVICES, 
BUSINESS PARK, SANDTON, RSA BUSINESS PARK, SANDTON, RSA UMBRO BUSINESS PARK. 

SANDTON, RSA 

FPRR: NOV ARTIS SA (PTY) LTD, SPARTAN, FPRR: NOV ARTIS SA (PTY) l TO, SPARTAN, FPRR: NOVARTIS SA (PTY) LTD, SPARTAN, 
KEMPTON PARK, RSA KEMPTON PARK, RSA KEMPTON PARK, RSA 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisiona~ Shelf-life: 24 months (Provisional) 

Date of registration: 2MARCH 2012 Date of registration: 2 MARCH2012 Date of registration: 2 MARCH2012 
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Registration number 43120.1.6/1103 Registration number: 43113.111104 Registration number. 43113.1/1105 

Name of mediCine: ALTARGO Name of medicine: GAVISCON TROPICAL GRANULES Name of medicine: GAVISCON PEPPERMINT 
GRANULES 

Dosage fonn: OINTMENT Dosage form: ORAL POWDER Dosage form: ORAL POWDER 

Active ingredients: EACH 1 ,0 g OF OINTMENT CONTAINS: Active ingredients: EACH SACHET CONTAINS: Active ingredients: EACH SACHET CONTAINS: 
RETAPAMUUN 10,0 mg SODIUM ALGINATE 500,0 mg SODIUM ALGINATE 500,0 mg 

SODIUM BICARBONATE 267,0 mg SODIUM BICARBONATE 267,0 mg 
CALCIUM CARBONATE 160,0 mg CALCIUM CARBONATE 160,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6,7 Conditions of registration: 1, 2, 3, 4, 5, 6, B Conditions of registration: 1, 2, 3, 4, 5, 6, 8 

Appficant: GLAXOSMITHKLINE SA (Pn') L TO Applicant: RECKITT BENCKISER Applicant: RECKITT BENCKISER 
PHARMACEUTICALS (PlY) LTD PHARMACEUTICAILS (PlY) L TO 

Manufacturer. GLAXO OPERATIONS UK LIMITED, Manufacturer: RECKITT BENCKISER HEAL THCARE Manufacturer. RECKITT BENCKISER HEAL THCARE 
BARNARD CASTLE, DURHAM, UNITED (UK) LTD, HULL, EAST YORKSHIRE, (UK) LTD, HULL. EAST YORKSHIRE, (/) 
KINGDOM UNITED KINGDOM UNITED KINGDOM ~ RECKITT BENCKISER HEALTHCARE RECKITT BENCKISER HEAL THCARE 

INTERNATIONAIL LTD, NOTTINGHAM, INTERNATIONAL LTD, NOTTINGHAM, ~ UNITED UNITED KINGDOM (/) 
KINGDOM /\ 

Packer: GLAXO OPERATIONS UK LIMITED, Packer. RECKITT BENCKISER HEAL THCARE Packer: RECKITT BENCKISER HEAL THCARE 0 
m BARNARDCASTLE,DURHAM,UNITED (UK) LTD, HULL, EAST YORKSHIRE, (UK) L TO, HULL, EAST YORKSHIRE, JJ KINGDOM UNITED KINGDOM UNITED KINGDOM )> 

GLAXOSMITHKLINE•SA (PlY) LTD, RECKITT BENCKISER HEALTHCARE REC!<JTT BENCKISER HEAL THCARE z EPPING, CAPE TOWN, RSA INTERNATIONAL LTD, NOTTINGHAM, INTERNATIONAL lTD, NOTTINGHAM, :-1 UNITED KINGDOM UNITED KINGDOM 
CARDINAIL HEALTH GERMANY GmbH, CARDINAL HEALTH GERMANY (X) 

SCHORNDORF,GERMANY GmbH,SCHORNDORF,GERMANY c... 
PHARMACEUTICAL CONTRACTORS PHARMACEUTICAL CONTRACTORS c 
(PlY) LTD, !SANDO. RSA (Pn') LTD, !SANDO, RSA z 

Laboratory: FPRC: GLAXO OPERATIONS UK LIMITED, Laboratory: FPRC: RECKITT BENCKISER HEAL THCARE Laboratory: FPRC RECKITT BENCKISER HEAL THCARE 
m 
1\) BARNARD CASTLE, DURHAM, UNITED (UK) LTD, HULL, EAST YORKSHIRE. (UK) L TO, HULL. EAST YORKSHIRE, 0 

KINGDOM UNITED KINGDOM UNITED KINGDOM 
GLAXOSMITHKLINE SA (PTY) LTD, RECKITT BENCKISER HEALTHCARE RECKITT BENCKISER HEAl THCARE 1\) 

EPPING, CAPE TOWN, RSA INTERNATIONAL LTD, NOTTINGHAM, INTERNATIONAL LTD, NOTTINGHAM, 
UNITED UNITED KINGDOM 
KINGDOM CARDINAL HEALTH GERMANY 
CARDINAL HEALTH GERMANY GmbH, GmbH,SCHORNOOR~GERMANY 
SCHORNDORF,GERMANY PHARMACEUTICAL CONTRACTORS 
PHARMACEUTICAL CONTRACTORS (PTY) L TO, !SANDO. RSA 
(PTY) L m, !SANDO, RSA 

FPRR: GLAXOSMITHKLINE SA (PlY) L TO, FPRR: RECKITT BENCKISER FPRCIFPRR: RECKITT BENCKISER 
EPPING, CAPE TOWN, RSA PHARMACEUTICALS (PlY) L TO, PHARMACEUTICAILS (PlY) LTD, 
GLAXOSMITHKLINE SA (PTY) L TO, ELANDSFONTEIN, RSA ELANDSFONTEIN, RSA 
BRYANSTON,JOHANNESBURG,RSA 

Shelf-life: 24 months Shelf-life: 
24 months (Provisional) 

Shelf-life: 24 months (Provisional) 

Date of registration: 2 MARCH2012 Date of registration: 2 MARCH 2012 Date of registration: 2MARCH 2012 z 
~ 
w 
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Regis!ration number: 44115.410046 Registration number: 44121.1210260 Regis!ration number: 44121.1210261 

Name of medicine: AZARGA Name of medicine: LETROZOLE BRIMPHARM Name of medicine: TROZOLT 

Dosage form: EYE DROP SUSPENSION Dosage form: TABLET Dosage !om!: TABLET 

Active ingredients: EACH 1,0 ml SUSPENSION CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
BRINZOLAMIDE 10,0mg LETROZOLE2,5 mg LETROZOLE 2,5mg TIMOLOL MALEATE EQUIVALENT TO 
TIMOLOL 5,0mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Condmons of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1' 2, 3, 4, 5, 6, 7, 8 

BRIMPHARM SA (PlY) LTD Applicant BRIMPHARM SA (PTY) L TO 
G) 

Applicant: ALCON LABORATORIES SA (PTY) L ro Applicant: 0 
< 

Manufaclurer: SA ALCON..COUVREUR N.V, PUURS, Manufacturer. KERN PHARMA S.L, TERRASSA Manufacturer: KERN PHARMA S.L, m 
BELGIUM IIARCELONA, SPAIN TERRASSA BARCELONA, ll z 

SPAIN :!:: 
m 

Packer: SA ALCON-cOUVREUR N.V, PUURS, Packer: KERN PHARMA S.L, TERRASSA Packer: KERN PHARMA S.L, z 
BELGIUM BARCELONA, SPAIN TERRASSA BARCELONA, -I 

SPAIN G) 
::t> 

Laboratory: FPRC: SA ALCON..COUVREUR N.V, PUURS, Laboratory: FPRC: KERN PHARMA S.L, TERRASSA Laboratory: FPRC KERN PHARMA S.L, N m BELGIUM ' BARCELONA, SPAIN TERRASSA BARCELONA, ~ RESEARCH INSTITUTE FOR INDUSTRIAL DIVPHARM MANUFACTURING & 
PHARMACY, NORTH-WEST UNIVERSITY, PACKAGING (PTY) L ro. LONGDALE, SPAIN JTl POTCHEFSTROOM,RSA INDUSTRIA, RSA DIVPHARM co CONSULTING CHEMICAL MANUFACTURING & LABORATORIES (PTY) LTD, ATLASVlLLE, c.. 

BOKSBURG,RSA PACKAGING (PTY) L TO, c 
LONGDALE, INDUSTRIA, z 
RSA CONSULTING m 

1\) 
CHEMICAL LABORATORIES 0 

(PTY) LTD, ATLASVII..LE, 
.... 
1\) 

BOKSBURG,RSA 

FPRCIFPRR: ALCON LABORATORIES SA (PlY) L TO, FPRR: BRIMPHARM SA (PTY) L TO, ATHLONE, FPRR: BRIMPHARM SA (PTY) L TO, 
BRYANSTON, JOHANNESBURG, RSA CAPE TOWN, RSA ATHLONE, CAPE TOWN, 

RSA 

Shelf-life: 24 months (Provisional) Shelf-lffe: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Date of registration: 2MARCH2012 Date of registration: 20 MARCH 2012 Date o1 registration: 2MARCH2012 



MRF 15 MRF15 ~F 15 

Registration number: 44/26/0374 Registration number: 44/26/0375 Regisll'lllion number: 44/26/0376 
Nama of medi<:ina: PAXITAS30 Name of medicine: PAXITAS 100 Name of medi<:ine: PAXITAS300 
Dosage form: CONCENTRATE FOR INFUSION Dosage form: CONCENTRATE FOR Dosage form: CONCENTRATE FOR 

INFUSION INFUSION 
Active ingredients: EACH 5,0 ml CONTAINS: Active ingredients: EACH 16,7 ml CONTAINS: Active ingredients: EACH 50,0 ml CONTAINS: 

PACUTAXEL 30,0mg PACLITAXEL 100,0 mg PAC LIT AXEL 300,0mg 
Conditions of registration: 1,2,3,4,5,6, 7 Condifions of registration: 1, 2,3,4,5,6, 7 Condifions of registration: 1,2, 3,4, 5,6, 7 

Applicant: ACCORD HEAL THCARE (PTY) Applicant: ACCORD HEAL THCARE (PTY) Applicant: ACCORD HEAL THCARE 
LTD LTD (PTY) LTD 

Manufacturer. INTAS PHARMACEUTICALS Manufacturer. INTAS PHARMACEUTICALS Manufaclurer. INTAS PHARMACEUTICALS (J) 
LTD, MATODA, SANAND, LTD, MATODA, SANAND, LTD, MATODA, SANAND, );! 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARAT, AHMEDABAD, GUJARAT, ~ INDIA INDIA (J) 

Packer: INTAS PHARMACEUTICALS Packer: INTAS PHARMACEUTICALS Packer. INTAS PHARMACEUTICALS ~ 
0 

L TO, MA TODA, SANAND, LTD, MATODA, SANAND, LTD, MA TODA, SANAND, m 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARAT, AHMEDABAD, GUJARA T, ll 

)> 
INDIA INDIA z 

Laboratory: FPRC: INTAS PHARMACEUTICALS Laboratory: FPRC: INTAS PHARMACEUTICALS Laboratory: FPRC 
:-l 

INTAS PHARMACEUTICALS CXl 
LTD, MATODA, SANAND, LTD, MATOOA, SANAND, LTD, MATODA, SANAND, c... 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARAT, AHMEDABAD, GUJARAT, c 
PHARMASPEC CONSULTING INDIA INDIA z 
LABORATORIES, FERNDALE, PHARMASPEC CONSULTING PHARMASPEC m 

1\J RANDBURG, JOHANNESBURG, LABORATORIES, FERNDALE, CONSULTING 0 
RSA RANDBURG, LABORATORIES, 1\J 
CONSULTING CHEMICAL JOHANNESBURG,RSA FERNDALE, RANDBURG, 
LABORATORIES, ATLASVILLE, CONSULTING CHEMICAL JOHANNESBURG,RSA 
BOKSBURG, RSA LABORATORIES, A TLASVILLE, CONSULTING CHEMICAL 

BOKSBURG,RSA LABORATORIES, 
ATLASVILLE, BOKSBURG, 
RSA 

FPRR: ACCORD HEALTHCARE (PTY) FPRR: ACCORD HEALTHCARE (PTY) FPRR: ACCORD HEAL THCARE 
LTD, RIVONIA, GAUTENG, RSA L TO, RIVONIA, GAUTENG, RSA (PTY) LTD, RIVONIA, 

GAUTENG,RSA 

SheW-life: 24 months Shelf-life: 24 months SheiHife: 24months 
z 

Date of registration: 2 MARCH 2012 Date of registration: 2 MARCH 2012 Date of registration: 2 MARCH 2012 !=' 
w 
(]1 
-!>-
0 
(,0 

c.n ... 
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1\) 

z 
MRF15 MRF15 'tF 15 !' 
Registration number. 44/26/0377 Registration number. 44126/0378 Regfslralion number. 44/2610379 w 

U1 
.j:l. 

Name of medk:ine: ACCORD PACUTAXEL 30 Name of medk:ine: ACCORD PACUTAXEL 100 Name of medicine: ACCORD PACUTAXEL 300 0 
<D 

Dosage form: CONCENTRATE FOR INFUSION Dosagemrm: CONCENTRATE FOR Dosage form: CONCENTRATE FOR 
INFUSION INFUSION 

Active ingredlants: EACH 5,0 ml CONTAINS: Active Ingredients: EACH 16,7 ml CONTAINS: Active ingredients: EACH 50,0 ml CONTAINS: 
PAC LIT AXEL 30,0mg PACLITAXEL 100,0 mg PACLITAXEL 300,0 mg 

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

Applicant: ACCORD HEALTHCARE {PTY) Applicant ACCORD HEAL THCARE (PTY) Applicant ACCORD HEALTHCARE 
LTD LTD (PTY) LTD 

Gl 
Manufacturer. INTAS PHARMACEUTICALS Manufacturer. INTAS PHARMACEUTICALS Manufacturer. INTAS PHARMACEUTICALS 0 

LTD, MATODA, SANAND, LTD, MATODA, SANAND, LTD, MATODA, SANAND, < m 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARAT, AHMEDABAD, GUJARAT, ll 

INDIA INDIA z 
s:: 

Packer. INTAS PHARMACEUTICALS Packer: INTAS PHARMACEUTICALS Packer. INTAS PHARMACEUTICALS m 
LTD, MATODA, SANAND, LTD, MATODA, SANAND, LTD, MATODA, SANAND, z 

-f 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARA T, AHMEDABAD, GUJARAT, Gl 

INDIA INDIA )> 
N 

laboratory: FPRC: INTAS PHARMACEUTICALS Laboratory: FPRC: INTAS PHARMACEUTICALS laboratory: FPRC INTAS PHARMACEUTICALS m 
LTD, MATODA, SANAND, LTD, MATODA, SANAND, LTD, MATODA, SANAND, ~ 
AHMEDABAD, GUJARAT, INDIA AHMEDABAD, GUJARAT, AHMEDABAD, GUJARAT, rn 
PHARMASPEC CONSULTING INDIA INDIA ()) 

LABORATORIES, FERNDALE, PHARMASPEC CONSULTING PHARMASPEC c... 
c RANDBURG, JOHANNESBURG, LABORATORIES, FERNDALE, CONSULTING z 

RSA RANDBURG, LABORATORIES, m 
CONSULTING CHEMICAL JOHANNESBURG,RSA FERNDALE,RANDBURG, N 

LABORATORIES, ATLASVILLE, CONSULTING CHEMICAL JOHANNESBURG,RSA 0 ..... 
BOKSBURG,RSA LABORATORIES, ATLASVILLE, CONSULTING CHEMICAL N 

BOKSBURG,RSA LABORATORIES, 
ATLASVILLE, BOKSBURG, 
RSA 

FPRR: ACCORD HEALTHCARE {PTY) FPRR: ACCORD HEALTHCARE (PTY) FPRR ACCORD HEAL THCARE 
LTD, RIVONIA, GAUTENG, RSA LTD, RIVONIA, GAUTENG, RSA {PTY) LTD, RIVONIA, 

GAUTENG,RSA 

Shelf-life: 24 months Shelf-life: 24 months Shelf-i~e: 24 months 

Pate of registration: 2MARCH 2012 Date of registration: 2MARCH 2012 Date of registration: 2MARCH2012 



MRF 15 MRF15 ~F 15 

Registration number: 44/21.12/0439 Registration number. 44/21.12/0440 Registration number: 4417.1.3/0503 

Name of medicine: ACROVIC1 Name of medicine: DRLANASTROZOLE1 Name of medicine: ZVDUS PERINDOPRIL CO 
TABLETS 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ANASTROZOLE 1,0mg ANASTROZOLE 1,0mg PERINDOPRIL TERT-

BUTYLAMINE 4,0 mg 
INDAPAMIDE 1,25 mg 

Conditions of registration: 1,2,3,4,5,6, 7 Conditions of registration: 1,2, 3,4, 5,6, 7 Conditions of registration: 1,2, 3,4, 5,6, 7, 8 

Applicant DR REDDY'S LABORATORIES Applicant: DR REDDY'S LABORATORIES Applicant: ZYDUS HEAL THCARE SA (PTY) 
(PTY) LTD (PTY) LTD LTD 

(f) 
Manufacturer: DR REDDY'S LABORATORIES Manufacturer: DR REDDY'S LABORATORIES Manufacturer: ZYDUS CADI LA HEAL THCARE ~ LIMITED, UNIT VII, LIMITED, UNIT VII, LIMITED, MORAIYA, SANAND, 

~ VISHAKAPATNAM, ANDHRA VISHAKAPATNAM, ANDHRA AHMEDABAD, INDIA 
(f) 

PRADESH, INDIA PRADESH, INDIA " 0 Packer: DR REDDY'S LABORATORIES Packer: DR REDDY'S LABORATORIES Packer. lYDUS CADILA HEALTHCARE m 
LIMITED, UNIT VII, LIMITED, UNIT VII, LIMITED, MORAIYA, SANAND, lJ 

:t> VISHAKAPATNAM, ANDHRA VISHAKAPATNAM, ANDHRA AHMEDABAD, INDIA z 
PRADESH, INDIA PRADESH, INDIA .-l 

Laboratory: FPRC: DR REDDY'S LABORATORIES Laboratory: FPRC: DR REDDY'S LABORATORIES 
CXl 

Laboratory: FPRC ZYDUS CADILA HEAL THCARE L 
LIMITED, UNIT VII, LIMITED, UNIT VII, LIMITED, MORAIYA. SANAND, c 
VISHAKAPATNAM, ANDHRA VISHAKAPATNAM, ANDHRA AHMEDABAD, INDIA ~ 
PRADESH, INDIA PRADESH, INDIA INSTITUTE FOR m 

PHARMACEUTICAL SERVICES, 1\) 
INSTITUTE FOR INSTITUTE FOR SIL VERTONDALE, PRETORIA, 0 
PHARMACEUTICAL SERVICES, PHARMACEUTICAL 

.... 
RSA 1\) 

SILVERTONDALE, PRETORIA, SERVICES, SIL VERTONDALE, RESEARCH INSTITUTE FOR 
RSA PRETORIA, RSA INDUSTRIAL PHARMACY, 
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR NORTH-WEST UNIVERSITY, 
INDUSTRIAL PHARMACY, INDUSTRIAL PHARMACY, POTCHEFSTROOM,RSA 
NORTH-WEST UNIVERSITY, NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM,RSA POTCHEFSTROOM,RSA 

FPRR: DR REDDY'S LABORATORIES FPRR: DR REDDY'S LABORATORIES FPRR: ZYDUS HEAL THCARE SA (PTY) 
(PlY) LTD, MURRAYFIELD, (PTY) LTD, MURRAYFIELD, LTD, VANDER HOFF PARK, 
PRETORIA, RSA PRETORIA, RSA POTCHEFSTROOM,RSA 

Shelf-life: 36 months Shelf-lfe: 36months Shelf-life: 24 months (Provisional} z 
Date of regi~tretion: 2 MARCH2012 Date of registration: 2MARCH2012 Dale of registration: 2MARCH 2012 ? 

w 
01 
~ 
0 
(0 

U1 
Co) 



MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

44/20.2.810779 

*ODIMUNE 

TAB:ET 

EACH TABLET CONTAINS: 
EFAVIRENZ 600,0 mg 
EMTRICITABINE 200,0 mg 
TENOFOVIR DISOPROXIL FUMARATE 
300,0 mg 

1 ,2,3,4,5,6,7,8,9, 10-

CIPLA MEDPRO (PTY) LTD 

CIPLA LTD, UNIT VII, VERNA, GOA, INDIA 

CIPLA LTD, UNIT VII, VERNA, GOA, INDIA 

CIPLA LTD, UNIT VII, VERNA, GOA, INDIA 

CIPLA MEDPRO, ROSENPARK. 
BELLVILLE, RSA 

24 months (Provisional) 

09 February 2012 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: 
FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

*CIPLA EFAVIRENZ 600 mgfTENOFOVIR 
300 mg/EMTRICITABINE 200 mg 

TABLET 

EACH TABLET CONTAiNS: 
EFAVIRENZ 600,0 mg 
EMTRICITABINE 200,0 mg 
TENOFOVIR DISOPROXIL FUMARATE 
3DO,Omg 

1,2,3,4,5,6,7,8,9, 1 o-

CIPLA LIFE SCIENCES (PTY) L TO 

CIPLA L TO, UNIT VII, VERNA. GOA, INDIA 

CIPLA LTD, UNIT VII, VERNA, GOA, INDIA 

CIPLA LTD, UNIT VII, VERNA, GOA, INDIA 

CIPLA LIFE SCIENCES, ROSENPARK. 
BELLVILLE, RSA 

24 months (Provisional) 

09 February 2012 

(11 
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Registration number: 44121.1010781 

Name of medicine: PERGOVERIS 150 tu 175 LU 

Dosage form: POWDER FOR SOLUTION 

Active ingredients: EACH VIAL CONTAINS: 
FOLLITROPIN ALFA (r-hFSH) 
150,0 I.U 
LUTROPIN ALFA (r-hlH) 75,0 I.U 

(,) 

Conditions of registration: 1,2, 3,4,5,6, 7,8 0 
< 

Applicant: MERCK (PTY) LTD m 
::D 

Manufacturer: MERCK SERONO SA, 
z 
s: 

AUBONNE, SWITZERLAND m 
Packer. MERCK SERONO SA, 

z 
-; 

AUBONNE.~TZERLAND (,) 
MERCK SERONO SA, )> 
COINSINS, SWITZERLAND N 

m 
Laboratory: FPRC MERCK SERONO SA, -; 

-; 
AUBONNE,SWfTZERlAND .fl1 MERCK SERONO S.p.A., 
GUIDONIA MONTECELIO, ITALY o:> 

c... 
FPRR: MERCK (PTY) L TO, c 

z MODDERFONTEIN, GAUTENG, m 
RSA 1\) 

0 ..... 
Shelf-life: 24 months (Provisional) 1\) 

Date of registration: 2MARCH 2012 



MRF 15 MRF15 MRF 15 

Registration number: 44/2.6.5/0973 Registration number: 45/20.2.810078 Registration number: 45/20.2.8/0079 

Name of medicine: SEROQUEL XR 150 Name of medicine: RAOLIN 100125 mg TABLETS Name of medicine: RAOLIN 200/50 mg TABLETS 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Ac1ive ingredients: EACH TABLET CONTAINS: Ac1ive ingredients: EACH TABLET CONTAINS: 
QUETIAP!NE FUMARATE 150,0 mg LOPINAV!R 100,0 mg LOPINAVIR 200,0mg 

RITONAVIR 25,0mg RITONAVIR 50,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,5,6, 7,8 Conditions of registration: 1' 2, 3, 4, 5, 6, 7, 8 

Applicant ASTRAZENECA Applicant: AUROBINDO PHARMA (PTY) LTD Applicant AUROBINDO PHARMA (PTY) 
PHARMACEUTICALS (PTY) LIMITED LTD 

Manufacturer: ASTRAZENECAAB, SODERTALJE, Manufacturer: AUROBINDO PHARMA LIMITED, Manufacturer: AUROBINDO PHARMA LIMITED, 
SWEDEN UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR Ul 
ASTRAZENECA UK LIMITED, MANDAL, RANGA REDDY MANDAL, RANGA REDDY ~ MACCLESFIELD, CHESHIRE, UK DISTRICT, HYDERABAD, ANDHRA DISTRICT, HYDERABAD, 

PRADESH INDIA ANDHRAPRADESHINDIA ~ 
Ul 

Packer. ASTRAZENECA AB, SODERTALJE, Packer: AUROBINDO PHARMA LIMITED, Packer: AUROBINDO PHARMA LIMITED, /\ 
SWEDEN UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR 0 
ASTRAZENECA UK LIMITED, MANDAL, RANGA REDDY MANDAL, RANGA REDDY m 
CHESHIRE, UK • DISTRICT, HYDERABAD, ANDHRA DISTRICT, HYOERABAD, :n 

)> 
AFRIKA BIOPHARMA PRADESH INDIA ANDHRA PRADESH INDIA z 
MANUFACTURING (PTY) L TO, .-l 
ALBERTON, SOUTH AFRICA (X) 

Laboratory: FPRC: ASTRAZENECA AB, SODERTALJE, laboratory: AUROBINDO PHARMA LIMITED, Laboratory: FPRC AUROBINDO PHARMA LIMITED, 
c... 
c 

SWEDEN FPRC: UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR z 
ASTRAZENECA UK LIMITED, MANDAL, RANGA REDDY MANDAL, RANGA REDDY m 
CHESHIRE, UK DISTRICT, HYDERABAD, ANDHRA DISTRICT, HYDERABAD, 1\) 
CONSULTING CHEMICAL PRADESH INDIA ANDHRA PRADESH INDIA 0 
LA BORA TORIES, A TLASVILLE, M &L LABORATORY SERVICES, M &L LABORATORY SERVICES, 

..... 
1\) 

BOKSBURG, RSA LIMBRO BUSINESS PARK, LIMBRO BUSINESS PARK, 
SANOTON,RSA SANDTON,RSA 
KHULULEKANILABORATORY KHULULEKANILABORATORY 
SERVICES cc, COVENTRY PARK, SERVICES cc, COVENTRY 
MIORAND, RSA PARK, MIDRAND, RSA 

FPRR: ASTRAZENECA FPRR: AUROBINDO PHARMA (PTY) LTD, FPRR: AUROBINDO PHARMA (PTY) 
PHARMACEUTICALS (PTY) MEYERSDAL, JOHANNESBURG, L TO, MEYERSDAL, 
LIMITED, SUNNINGHILL, RSA RSA JOHANNESBURG,RSA 

Shelf-life: 36 months Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Date of registration: 2 MARCH2012 Date of registration: 2 MARCH2012 Date of registration: 2 MARCH2012 
z 
!' 
(,.) 
(J1 .,.. 
0 
!.0 
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Cl'l 



(II 

MRF 15 MRF15 
(I) 

45/20.2.810080 Registration number: 45120.2.8/0081 z 
? 

MECOTRIL 100/25 mg TABLETS Name of medicine: MECOTRIL 200/50 mg U3 
01 TABLETS ~ 
0 

TABLET Dosage form: TABLET (0 

EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOP INA VIR 100,0mg LOPINAVIR 200,0mg 
RITONAVIR 25,0 mg RITONAVIR 50,0mg 

1,2,3,4,5,6, 7,8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 

AUROBINDO PHARMA (PTY) L TO Applicant AUROBINDO PHARMA (PTY) 
LTD 

AUROBINDO PHARMA LIMITED, Manufacturer: AUROBINDO PHARMA G) 
UNIT Ill, QUTHUBULLAPUR LIMITED, UNIT Ill, 0 MANDAL, RANGA REDDY DISTRICT, QUTHUBULLAPUR MANDAL, < 
HYDERABAD,ANDHRAPRADESH RANGA REDDY DISTRICT, m 
INDIA lJ 

HYDERABAD,ANDHRA z 
PRADESH INDIA ~ 

m 
AUROBINDO PHARMA LIMITED, Packer: AUROBINDO PHARMA z 

-l UNIT Ill, QUTHUBULLAPUR LIMITED, UNIT Ill, G) MANDAL, RANGA REDDY DISTRICT, QUTHUBULLAPUR MANDAL, ::t> HYDERABAD, ANDHRA PRADESH RANGA REDDY DISTRICT, N 
INDIA m HYDERABAD,ANDHRA ::j PRADESH INDIA 

_m 
AUROBINDO PHARMA LIMITED, Laboratory: FPRC: AUROBINOO PHARMA Ol 
UNIT Ill, QUTHUBULLAPUR LIMITED, UNIT Ill, c... 
MANDAL, RANGA REDDY DISTRICT, QUTHUBULLAPUR MANDAL, c 
HYDERABAD,ANDHRAPRADESH z 

RANGA REDDY DISTRICT, m INDIA 
HYDERABAD,ANDHRA !\:) M &l LABORATORY SERVICES, 
PRADESH INDIA 0 

LIMBRO BUSINESS PARK, ..... 
SANDTON,RSA M &L LABORATORY !\:) 

KHULULEKANILABORATORY SERVICES, LIMBRO 
SERVICES cc, COVENTRY PARK, BUSINESS PARK, SANDTON, 
MIDRAND, RSA RSA 

KHULULEKANILABORATORY 
SERVICES cc, COVENTRY 
PARK, MIDRAND, RSA 

AUROBINDO PHARMA (PTY) LTD, FPRR: AUROBINOO PHARMA (PTY) 
MEYERSDAL, JOHANNESBURG, LTD, MEYERSDAL, 
RSA JOHANNESBURG,RSA 

24 months (Provisional) Shelf-life: 24 months (Provisional) 

2 MARCH 2012 Date of registration: 2MARCH 2012 



MRF 15 MRF15 

Registration number: 0813.1.2/14 Registration number: 

Name of medicine: METACAM 20 mg/ml FOR CATTLE, Name of medicine: 
PIGS AND HORSES 

Dosage fonn: SOLUTION FOR INJECTION Dosage fonn: 

Active ingredients: 
EACH 1,0 ml SOLUTION 

Active ingredients: CONTAINS: 
MELOXICAM 20,0mg 

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

Applicant: INGELHEIM PHARMACEUTICALS Applicant: 
{PTY) LTD 

Manufacturer: LABIANA LIFE SCIENCES S.A., Manufacturer. 
LES FONTS DE TERRASSA, 
BARCELONA, SPAIN 

Packer: LABIANA LIFE SCIENCES S.A., Packer. 
LES FONTS DE TERRASSA, 
BARCELONA, SPAIN 

laboratory: FPRC: LABIANA LIFE SCIENCES S.A., laboratory: 
LES FONTS DE TERRASSA, FPRC: 
BARCELONA, SPAIN 
WINTHROP PHARMACEUTICALS, 
WAL TLOO, PRETORIA 

FPRR: INGELHEIM FPRR: 
PHARMACEUTICALS, 
FERNDALE,RANDBURG 

Shelf-life: 36 months Shelf-life: 

Date of registration: 20 APRIL 2012 Date of registration: 

MRF15 

A39134/0605 Registration number: 

NICOTINELL FRUIT 2 mg Name of medicine: 
COATED CHEWING GUM 

CHEWING GUM Dosage fonn: 

EACH CHEWING GUM Active ingredients: 
CONTAINS: 
NICOTINE 2,0mg 

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

NOV ARTIS SOUTH AFRICA Applicant 
{PTY) LTD 

FERTIN A/S, DANDYVEJ, Manufacturer: 
VEJLE, DENMARK 

FERTIN AIS, DANDYVEJ, Packer: 
VEJLE, DENMARK 
SANDOZ SA, SPARTAN, 
KEMPTON PARK 

FERTIN AIS, DANDYVEJ, Laboratory: FPRC: 
VEJLE, DENMARK 
SANDOZ SA, SPARTAN, 
KEMPTON PARK 

NOVARTIS SA, SPARTAN, FPRR: 
KEMPTON PARK 

24months Shelf-life: 

20APRIL2012 Date of registration: 

A39134/0606 

NICOTINELL FRUIT 4 mg 
COATED CHEWING GUM 

CHEWING GUM 

EACH CHEWING GUM 
CONTAINS: 
NICOTINE 4,0mg 

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

NOV ARTIS SOUTH AFRICA 
(PTY) LTD 

FERTIN AIS, DANDYVEJ, VEJLE, 
DENMARK 

FERTIN AIS, DANDYVEJ, VEJLE, 
DENMARK 
SANDOZ SA, SPARTAN, 
KEMPTON PARK 

FERTIN A/S, DANDYVEJ, VEJLE, 
DENMARK 
SANDOZ SA, SPARTAN, 
KEMPTON PARK 

NOV ARTIS SA, SPARTAN, 
KEMPTON PARK 

24months 

20 APRIL 2012 
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MRF15 MRF15 z 
Registration number: A39/34/0607 Registration number: A39/34/0608 Registration number: 41/11.10/0215 !' 

VJ 

Name of medicine: NICOTINELL MINT 2 mg Name of medicine: NICOTINELL MINT 4 mg COATED Name of medicine: GAVISCON LIQUISHOT 
(11 
.!:> 

COATED CHEWING GUM CHEWING GUM 0 
<D 

Dosage fonn: CHEWING GUM Dosage fonn: CHEWING GUM Dosage tonn: SUSPENSION 

Active ingredients: EACH CHEWING GUM Active ingredients: EACH CHEWING GUM CONTAINS: Active ingredients: EACH SACHET CONTAINS: 
CONTAINS: NICOTINE 4,0mg SODIUM ALGINATE 500,0 mg 
NICOTINE 2,0mg 

Conditions of registration: 1,2,3,4,5,6, 7 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of 1, 2, 3, 4, 5, 6, 8 
registration: 

Applicant: NOV ARTIS SOUTH AFRICA Applicant NOV ARTIS SOUTH AFRICA (PTY) Applicant: RECKITT BENCKISER 
(PTY) LTD LTD PHARMACEUTICALS (PTY) L TO G) 

Manufacturer: FERTIN NS, DANDYVEJ, VEJLE, Manufacturer: FERTIN NS, DANDYVEJ, VEJLE, Manufacturer: RECKITT BENCKISER 
0 
< 

DENMARK DENMARK HEAL THCARE (UK) L TO, HULL, m 
Jl EAST YORKSHIRE, UNITED z 

KINGDOM s:: 
m 

Packer: FERTIN NS, DANDYVEJ, VEJLE, Packer: FERTIN NS, DANDYVEJ, VEJLE, Packer: RECKITT BENCKISER z 
DENMARK DENMARK HEAL THCARE (UK) L TO, HULL, -; 

SANDOZ SA, SPARTAN, SANDOZSA,SPARTAN,KEMPTON EAST YORKSHIRE, UNITED G) 
l> KEMPTON PARK PARK KINGDOM N 
m 

Laboratory: FPRC: FERTIN NS, DANDYVEJ, VEJLE, Laboratory: FERTIN NS, DANDYVEJ, VEJLE, Laboratory: FPRC: RECKITT BENCKISER -; 
DENMARK FPRC: DENMARK HEAL THCARE (UK) LTD, HULL, 

-; 
m 

SANDOZ SA, SPARTAN, SANDOZ SA, SPARTAN, KEMPTON EAST YORKSHIRE, UNITED CX) 
KEMPTON PARK PARK KINGDOM '-

RECKITT BENCKISER c 
PHARMACEUTICALS (PTY) L TO, z 

m 
ELANDSFONTEIN, RSA rv 
CONSULTING CHEMICAL 0 .... 
LABORATORIES (PTY) LTD, rv 
ATLASVILLE, BOKSBURG, RSA 
SABS COMMERCIAL (PTY) L TO 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT, GROENKLOOF, 
PRETORIA, RSA 

FPRR: NOV ARTIS SA, SPARTAN, FPRR: NOVARTIS SA, SPARTAN, FPRR: RECKITT BENCKISER 
KEMPTON PARK KEMPTON PARK PHARMACEUTICALS (PTY) LTD, 

ELANDSFONTEIN, RSA 

Shelf-life: 24 months Shelf-life: 24 months Shelf-life: 24 months (Provisional) 

Date of registration: 20 APRIL2012 Dale of registration: 20 APRIL2012 Date of registration: 20 APRIL 2012 



MRF15 

Registration numbe~ 41121.1010523 

Name of medicine: OVITRELLE 250 flg/ll,5 ml 

Dosage form: INJECTION 

Active ingredients: EACH 0,5 ml SOLUTION CONTAINS: 
Chotiogonadotropin alfa 250,0 pg 

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

Applicant SERONO SA (PTY) LTD 

Manufacturer: INDUSTRIA FARMACEUTICA SERONO 
SpA, SARI, ITALY 

Packer: INDUSTRIA FARMACEUTICA SERONO 
SpA, BARI. ITALY 
LABORATOIRES SERONO SA, 
COINSINS, SWITZERLAND 

Laboratory FPRC: INDUSTRIA FARMACEUTICA SERONO 
SpA, BARI, ITALY 
LABORATOIRES SERONO SA, 
COINSINS, SWITZERLAND 

FPRR: SERONO SA (PTY) LTD, FOURWAYS, 
SANDTON,RSA 

Shelf-life: 24 months at 2-8 °C 

Date of registration: 20 APRIL 2012 

MRF15 --~~~-----------------------------------.--~:F~1~5----------------------------------------------------
Registration number: 41126/0608 

Name of mediclne: ASPEN CARBOPLATIN SO mg 

Dosega form: CONCENTRATE FOR SOLUTION 
FOR INFUSION 

Aclive ingredients: EACH 5,0 ml VIAL CONTAINS: 
CARBOPLATIN 50,0mg 

Conditions of registration: 1, 2, 3. 4, 5, 6,7, 8 

Applicant PHARMACARE LIMITED 

Manufacturer. S.C. SINDAN..PHARMA S.R.L, 
BUCHAREST, ROMANIA 

Packer: S.C. SINDAN-PHARMA S.R.L, 
BUCHAREST, ROMANIA 
PHARMACARE LTD, KORTSEN, 
PORT ELIZABETH, RSA 
ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST 
LONDON,RSA 

Laboratory: FPRC: S.C. SINDAN-PHARMA S.R.L, 
BUCHAREST, ROMANIA 
SABSCOMMERCIAL(~LTD 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT GROENKLOOF, 
PRETORIA, RSA 
RESEARCH INSTITIJTE FOR 
INDUSTRIAL PHARMACY, 
NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 
M&L LABORATORY SERVICES, 
LIMBRO BUSINESS PARK, 
SANDTON, RSA 

FPRCIFPRR: PHARMACARE LTD, KORTSEN, 
PORTEL~BETH,RSA 
ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST 
LONDON, RSA 

FPRR: PHARMACARE LTD, 
WOODMEAD, SANDTON, RSA 

Shelf-life: 24 months (Provisional) at 2-8 °C 

Date of registrallon: 20APRIL 2012 

Registration number: 

Name of medicine: 

Dosage form: 

Acllve ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Labora!Oiy: FPRC: 

FPRCIFPRR: 

FPRR: 

Shelt~ife: 

Date of registration: 

41126/0608 

ASPEN CARBOPLATIN 150 mg 

CONCENTRATE FOR SOLUTION FOR INFUSION 

EACH 15,0 ml VIAL CONTAINS: 
CARBOPLATIN 150,0mg 

1, 2. 3, 4, 5, 6, 7. 8 

PHARMACARE LIMITED 

S.C. SINDAN-PHARMA S.R.L, BUCHAREST, 
ROMANIA 

S.C. SINDAN-PHARMA S.R.L, BUCHAREST, 
ROMANIA 
PHARMACARELTD,KORTSEN,PORT 
ELIZABETH, RSA 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDON, RSA 

S.C. SINDAN.PHARMA S.R.L, BUCHAREST, 
ROMANIA 
SABSCOMMERCIAL(~LTD 
PHARMACEUTICAL CHEMISTRY DEPARTMENT 
GROENKLOOF, PRETORIA, RSA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, NORTH·WEST UNIVERSITY, 
POTCHEFSTROOM, RSA 
M&L LABORATORY SERVICES, LIMBRO 
BUSINESS PARK, SANDTON, RSA 

PHARMACARE LTD, 
KORTSEN, PORT 
ELIZABETH, RSA 
ASPEN PHARMACAAE 
EAST LONDON, WllSONIA, 
EAST LONDON, RSA 

PHARMACARE L TO, WOODMEAD, SANDTON, 
RSA 

24 months (ProvisiOnal) at2-8 •c 
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MRF15 MRF15 :F 15 z 
Reghllralion number: 4112610610 Registration number: 42120. 1. 1/0247 Registration number: 42121.5.110310 p 
N111119 of medicine: ASPEN CARBOPLATIN 450 mg Name of medicine: ASPEN AZITHROMYCIN IV Name of medicine: MYLAN-METHYLPREONISOLONE 120 

().) 
U1 
-ll-

Dosage form: CONCENTRATE FOR SOLUTION FOR Dosage folm: POWDER FORSOLUTION FOR Dosage fonn: INJECTION 0 
INFUSION INFUSION <0 

Active Ingredient!!: EACH 45,0 ml VIAL CONTAINS: Actlva lngredienl$: EACH VIAL CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
CARBOPLATIN 450,0mg AZfTHROMYCIN MONOHYDRATE MethylpredniSOlone hemisuccinate equivalent to 

EQUIVALENT MethylpredniSOlone 120,0 mg 
TO AZfTHROMYCIN 500,0 mg 

Conditions of 1, 2, 3, 4, 5, 6, 7, 8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of 1, 2, 3, 4, 5, 6, 7 
registration: rngistration: 

Applicant: PHARMACARE LIMITED Applicant PHARMACARE L TO Applicant XIXIA PHARMACEUTICALS (PTY) L TO 

Manufacturer. S.C. SINDAN-PHARMA S.R.L, BUCHAREST, Manufacturer. SmiDES ARCOLAB LIMITED Manufeclurer. BIOLOGICIITALIA LABORATORIES S.R.L., 
ROMANIA (STERILE PRODUCTS DMSION), MASATE (MILANO), ITALY 

BANNERGHATTA ROAD, VIANEX SA- PLANT C, PALLINI-ATTICA, G) 
BANGALORE, INDIA GREECE 0 

Paolcer: S.C. SINDAN..PHARMA S.R.L, BUCHAREST, Packer: STRIDES ARCOLAB LIMITED, 
< 

Packer. BIOLOGICIITALIA LABORATORIES S.R.L., m 
ROMANIA ANEKAL TALUK, BANGALORE, MASATE (MILANO), ITALY ll 
PHARMACARELTD,KORTSEN,PORT INDIA VIANEX SA- PLANT C, PALLINI-ATTICA, z 
ELIZABETH,RSA PHARMACARE LTD, KORSTEN, GREECE s:: 
ASPEN PHARMACARE EAST LONDON, PORT ELIZABETH, RSA PHARMA..Q, INDUSTRIA, JOHANNESBURG, m 
WILSONIA. EAST LONDON, RSA ASPEN PHARMACARE EAST RSA z 

LONDON, WILSONIA, EAST -; 
LONDON, RSA G) 

Laboratory: FPRC: S.C. SINDAN-PHARMA S.R.L, BUCHAREST, Laboratory: FPRC: STRIDES ARCOLAB LIMITED, Laboratory: FPRC: MERCK PHARMACEUTICALS )> 
N ROMANIA ANEKAL TALUK, BANGALORE, MANUFACTURING (PTY) LTD, WADEVILLE, m SABS COMMERCIAL (PTY) LTD INDIA GERMISTON, RSA -; 

PHARMACEUTICAL CHEMISTRY PHARMACARE L TO, KORSTEN, PHARMA-0, INDUSTRIA, JOHANNESBURG, -; 
DEPARTMENT GROENKLOOF, PRETORIA, PORTELIZABETH,RSA RSA J1l RSA ASPEN PHARMACARE EAST RESEARCH INSTITUTE FOR INDUsmiAL 
RESEARCH INSTITUTE FOR INDUSmiAL LONDON, WILSONIA, EAST PHARMACY, NORTH-WEST UNIVERSITY, (X) 

PHARMACY, NORTH-WEST UNIVERSITY, LONOON,RSA POTCHEFSTROOM,RSA L 
POTCHEFSTROOM,RSA RESEARCH INSTITUTE FOR SABS COMMERCIAL (PTY) L TO c 
M&L LABORATORY SERVICES, LIMBRO INDUSmiAL PHARMACY, NORTH- PHARMACEUTICAL CHEMismY z 
BUSINESS PARK, SANDTON, RSA WEST UNIVERSITY, DEPARTMENT, GROENKLOOF, PRETORIA, m 

POTCHEFSTROOM,RSA RSA 1\j 

SABS COMMERCIAL (PTY) L TO BJOLOGICIITALIA LABORATORIES S.R.L., 0 ..... 
PHARMACEUTICAL CHEMismY MASATE (MILANO), ITALY 1\j 
DEPARTMENT, GROENKLOOF, VIANEX SA- PLANT C, PALLINI-ATTICA, 
PRETORIA, RSA GREECE 
M & L LABORATORY SERVICES 
(PTY) L TO, LIMBRO BUSINESS 
PARK, SANDTON, RSA 

FPRCIFPRR: PHARMACARE LTD, KORTSEN, PORT FPRR: PHARMACARE L TO, KORSTEN, FPRR XIXIA PHARMACEUTICALS, 
ELIZABETH, RSA PORTELIZABETH,RSA MODDERFONTEIN, GAUTENG, RSA 
ASPEN PHARMACARE EAST LONDON, ASPEN PHARMACARE EAST 
WILSONIA, EAST LONDON, RSA LONDON, WILSONIA, EAST 

LONDON, RSA 
PHARMACARE L TO, WOODMEAD, 
SANDTON,RSA 

FPRR: PHARMACARE L TO, WOODMEAD, SANDT ON, Shelf~ile: 24months SheW~Ife: 24 months 
RSA 

Shelf~We: 24 months (Provisional) at 2-8 °C Date of rngistration: 20APRIL 2012 Date of rngistratlon: 20 APRIL 2012 

Date of registration: 20 APRIL 2012 



MRF15 MRF15 :F 15 

Registration number: 42121.5.110311 Registration number: 42121.5.110312 Registration number: 4217.1.310352 

Name of mediane: MYLAN METHYLPREDNISOLONE Name of medlclne: MYLAN-METHYLPREONISOLONE Name of medicine: TRANOOPRESS 0,5 mg 
500 1000 

Dosage fOrm: INJECTION Dosage form: INJECTION Dosage form: CAPSULE 

Active Ingredients: EACH VIAL CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: 
Methylprednisolone hemisuccinate Methylprednisolone hemisuccinate TRANOOLAPRIL 0,5mg 
equivalent to Methylprednisolone equivalent to Methylprednisolone 
SOO,Omg 1000,0 mg 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of 1, 2, 3, 4, 5, 6, 7 Conditions of 1, 2, 3, 4, 5, 6, 7, 8 
registration: registration: 

Applicant XIXIA PHARMACEUTICALS (PTY) Applicant XIXIA PHARMACEUTICALS (PTY) Applicant: PHARMACARE LIMITED 
LTD LTD 

Manufacturer: BIOLOGICIITALIA LABORATORIES Manufacturer. BIOLOGICIITALIA LABORATORIES Manufacturer: PHARMATEN S.A, PALLINI, ATTIKIS, 
S.R.L, MASATE (MILANO), ITALY S.R.L., MASATE (MILANO), ITALY GREECE 
VIANEX SA- PLANT C, PALLINI- VIANEX SA- PLANT C, PALUNI- (/) 

ATTICA, GREECE ATTICA, GREECE )! 
Packer. BIOLOGICIITALIA LABORATORIES Packer: BIOLOGICIITALIA LABORATORIES Packer: PHARMATEN S.A, PALLINI, ATTIKIS, :::; 

S.R.L., MASATE (MILANO), ITALY S.R.L, MASATE (MILANO), ITALY GREECE (/) 
VIANEX SA- PLANT C, PALLINI- VIANEX SA- PLANT C, PALLINI- PHARMACARE LIMITED, KORSTEN, PORT r; 
ATTICA, GREECE ATTICA, GREECE ELIZABETH, RSA 0 
PHARMA-Q, INDUSTRIA: PHARMA-Q, INDUSTRIA, ASPEN PHARMACARE ESAT lONDON, m 
JOHANNESBURG,RSA JOHANNESBURG, RSA WILSONIA, EAST LONDON, RSA ::D 

Laboratory: FPRC : MERCK PHARMACEUTICALS laboratory: FPRC: MERCK PHARMACEUTICALS Laboratory: FPRC PHARMATEN S.A, PALLINI, ATTIKIS, 
)> 
z 

MANUFACTURING (PTY) LTD, MANUFACTURING (PTY) L TO, GREECE _-I 
WAOEVILLE, GERMISTON, RSA WAOEVILLE, GERMISTON, RSA PHARMACARE LIMITED, KORSTEN, PORT 

():) PHARMA-Q, INDUSTRIA, PHARMA·Q, INDUSTRIA, EliZABETH, RSA 
JOHANNESBURG,RSA JOHANNESBURG,RSA ASPEN PHARMACARE EAST LONDON, c... 
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR WILSONIA, ESAT LONDON, RSA c 
INDUSTRIAL PHARMACY, NORTH- INDUSTRIAL PHARMACY, NORTH- SABS COMMERCIAL (PTY) L TO z 
WEST UNIVERSITY, WEST UNIVERSITY, PHARMACEUTICAL CHEMISTRY m 
POTCHEFSTROOM,RSA POTCHEFSTROOM,RSA DEPARTMENT, GROENKLOOF, 1\) 
SABSCOMMERCIAL(PTY)LTD SABS COMMERCIAL (PTY) L TO PRETORIA, RSA 0 
PHARMACEUTICAL CHEMISTRY PHARMACEUTICAL CHEMISTRY RESEARCH INSTITUTE FOR INDUSTRIAL .... 
DEPARTMENT, GROENKLOOF, DEPARTMENT, GROENKLOOF, PHARMACY,POTCHEFSTROOM,RSA 1\) 

PRETORIA, RSA PRETORIA, RSA M&L LABORATORY SERVICES (PTY) LTD, 
BIOLOGIC I IT ALIA LABORATORIES BIOLOGICIITAUA LABORATORIES LIMBRO BUSINESS PARK, SANDTON, 
S.R.L., MASATE (MILANO), ITALY S.R.L., MASATE (MILANO), ITALY RSA 
VIANEX SA- PLANT C, PALUNI- VIANEX SA- PLANT C, PALL IN I-
ATTICA, GREECE ATTICA, GREECE 

FPRR: XIXI PHARMACEUTICALS, FPRR XIXI PHARMACEUTICALS, FPRCIFPRR: PHARMACARE LIMITED, KORSTEN, PORT 
MODDERFONTEIN, GAUTENG, MODDERFONTEIN, GAUTENG, RSA ELIZABETH, RSA 
RSA ASPEN PHARMACARE ESAT LONDON, 

WILSONIA, ESAT LONDON, RSA 

Shelf-life: 24months Shalf-life: 24 months FPRR: PHARMACARE LIMITED, WOODMEAD, 
SANDTON, RSA 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Shalf-life: 24 months (Provisional) 
z 

Dale of registration: 20 APRIL 2012 ~ 
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Registration number: 42120.1.1/0641 Registration number: 4217.510805 Registration numbe~ 4217.1.310947 (J.) 
01 

Name of medicine: GULF CEFOTAXIME 2 g Name of medicine: VATICOLXL Name of medicine: IRBEL075 -1>-
0 

Dosage form: INJECTION Dosage form: TABLET Dosage form: TABLET <D 

Active ingredients: EACH VIAL CONTAINS: Active ingrilldienls: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CEFOTAXIME SODIUM FLUVASTATIN SODIUM EQUIVALENT TO IRBESARTAN 75,0mg 
EQUIVALENT TO FLUVASTATIN eo,o mg 
CEFOTAXIME 2,0g 

Conditions of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,s.s. 7, e Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 

Applicant GULF DRUG COMPANY (PTY) Applicant: PHARMACARE LIMITED Applicant: RANBAXY SA (PTY) L TO 
LTD 

Manufacturer: LABORATORIO REIG JOFRE, Manufactlll'llr. PHARMATHEN SA, PALLINI, ATTIKIS, GREECE Manufacturer. RANBAXY LABORATORIES 
TOLEDO, SPAIN PHARMACARELTD,KORSTEN,PORT LIMITED, SIRMOUR,HIMACHAL 

G) ELIZABETH,RSA PRADESH, INDIA 
ASPEN PHARMACARE EAST LONDON, 0 
WILSONIA, EAST LONDON, RSA < m 

Packer: LABORATORIO REIG JOFRE, Packer: PHARMATHEN SA, PALLINI, ATTIKIS, GREECE Packer: RANBAXY LABORATORIES JJ 
TOLEDO, SPAIN PHARMACARELTO,KORSTEN,PORT LIMITED, SIRMOUR,HIMACHAL z 

ELIZABETH, RSA PRADESH, INDIA s: 
ASPEN PHARMACARE EAST LONDON, m 
WILSONIA, EAST LONDON, RSA z 
FAMAR SA, ANTHOUSA, A TTII<IS, GREECE -; 
PHARMANEL PHARMACEUTICALS SA, G) 
SCHIMATARI, ATHENS, GREECE )> 

laboratory: FPRC: LABORATORIO REIG JOFRE, Laboratory: FPRC: PHARMATHEN SA, PALLINI, ATTIKIS, GREECE Laboratory::FPRC RANBAXY LABORATORIES N 
m 

TOLEDO, SPAIN SABS COMMERCIAL (PTY) L TO LIMITED, SIRMOUR,HIMACHAL -; 
SABS PHARMACEUTICAL PHARMACEUTICAL CHEMISTRY DEPARTMENT, PRADESH, INDIA -; 
CHEMISTRY LABORATORY, GROENKLOOF, PRETORIA, RSA KHULULEKANILABORATORY jTI 
GROENKLOOF, PRETORIA RESEARCHINSTITUTEFORINDUSTRIAL SERVICES, COVENTRY PARK, 
M&L LABORATORY SERVICES, PHARMACY, NORTH-WEST UNIVERSITY, MIDRANO, RSA CD 
ORMONDE, JOHANNESBURG POTCHEFSTROOM,RSA CONSULTING CHEMICAL L 
CONSULTING CHEMICAL M&l LABORATORY SERVICES, LIMBRO LABORATORIES (PTY) LTD, c 
LABORATORIES, ATLASVILLE, BUSINESS PARK, SANDTON, RSA ATLASVILLE, BOKSBURG, RSA z 
BOKSBURG BE-TABS PHARMACEUTICALS m 
PHARMA-Q, INDUSTRIA-WEST, (PTY) L TO, STORMHILL, 1\) 

JOHANNESBURG ROODEPOORT, RSA 0 ..... 
INSTITUTE FOR 1\) 
PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA 
CONSULTING 
MICROBIOLOGICAL 
LABORATORY,BEYERSPARK, 
BOKSBURG 

FPRR: GULF DRUG COMPANY, MOUNT FPRCIFPRR: PHARMACARELTD,KORSTEN,PORT FPRR RANBAXY SA (PTY) L TO, LENCHEN 
EDGECOMBE ELIZABETH, RSA AVENUE NORTH, CENTURION, RSA 

ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDON, RSA 

Shelf-IHe: 24months FPRR: PHARMACARE LTD, WOODMEAD, SANDTON, SheK~ife: 24 months (Provisional) 
RSA 

Date of registration; 20 APRIL 2012 Shelf-life: 24 months (Provisional) Date of registration: 20 APRIL 2012 

Date of registration: 20 APRIL 2012 
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Registration 42/7.1.310948 Registration number: 4217.1.3/0949 Registration 4217.1.310950 
number: number: 

Name of IRBELO 150 Name of medicine: IRBEL0300 Name of RAN IRBESARTAN 75 
medicine: medicine: 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active EACH TABLET CONTAINS: 
IRBESARTAN 150,0mg IRBESARTAN 300,0mg ingredients: IRBESARTAN 75,0 mg 

Conditions of 1,2,3,4,5,6, 7,8 Conditions of 1, 2, 3, 4, 5, 6, 7, 8 Conditions of 1, 2, 3, 4, 5, 6, 7, 8 
registration: registration: registration: 

Applicant: RANBAXY SA (PTY) L TO Applicant: RANBAXY SA (PTY) LTD Applicant: RANBAXY SA (PTY) L TO 

Manufacturer: RANBAX.Y LABORATORIES Manufacturer: RANBAXY LABORATORIES Manufacturer: RANBAXY LABORATORIES 
LIMITED, LIMITED, LIMITED, SIRMOUR,HIMACHAL 
SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL PRADESH, INDIA en 
PRADESH, INDIA PRADESH, INDIA ~ 

Packer: RANBAXY LABORATORIES Packer: RANBAXY LABORATORIES Packer: RANBAX.Y LABORATORIES ~ 
LIMITED, LIMITED, LIMITED, SIRMOUR,HIMACHAL en 

;:s; 
SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL PRADESH, INDIA 0 
PRADESH, INDIA PRADESH, INDIA m 

:0 
Laboratory: RANBAX.Y LABORATORIES Laboratory: FPRC: RANBAXY LABORATORIES Laboratory: RANBAX.Y LABORATORIES )> 

z FPRC: LIMITED, LIMITED, FPRC: LIMITED, SIRMOUR,HIMACHAL .:-! 
SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL PRADESH, INDIA CXl 
PRADESH, INDIA PRADESH, INDIA KHULULEKANILABORATORY c... 
KHULULEKANI KHULULEKANI SERVICES, COVENTRY PARK, c 
LABORATORY SERVICES, LABORATORY SERVICES, MIDRANO, RSA z 
COVENTRY PARK, COVENTRY PARK, CONSULTING CHEMICAL m 

1\) MIDRAND, RSA MIDRAND, RSA LABORATORIES (PTY) LTD, 0 
CONSUL TJNG CHEMICAL CONSULTING CHEMICAL ATLASVILLE, BOKSBURG, RSA 

...... 
1\) 

LABORATORIES {PTY) L TO, LABORATORIES {PTY) LTD, BE-TABS PHARMACEUTICALS 
ATLASVILLE, BOKSBURG, ATLASVILLE, BOKSBURG, (PTY) LTD, STORMHILL, 
RSA RSA ROODEPOORT, RSA 
BE-TABS BE-TABS 
PHARMACEUTICALS (PTY) PHARMACEUTICALS {PTY) 
L TO, STORMHILL, L TO, STORMHILL, 
ROODEPOORT, RSA ROOOEPOORT, RSA 

FPRR: RANBAX.Y SA (PTY) L TO, FPRR: RANBAXY SA (PTY) L TO, FPRR: RANBAX.Y SA {PTY) L TO, 
LENCHEN AVENUE NORTH, LENCHEN AVENUE NORTH, LENCHEN AVENUE NORTH, 
CENTURION, RSA CENTURION, RSA CENTURION, RSA 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) z 
9 

Date of 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of 20 APRIL 2012 cw 
registration: registration: (J1 

""' 0 
<0 

en 
w 
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Registration number: 4217.1.3/0951 Registration number: 4217.1.3/0952 Registration number: 42/26/0965 

w 
01 
-"' 

Name of medicine: RANIRBESARTAN150 Name of medicine: RANIRBESARTAN300 Name of medicine: MYLAN CARBOPLATIN 150 0 
<0 

Dosage form: TABLET Dosage form: TABLET Dosage form: SOLUTION FOR INJECTION 

Active Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
!RBESARTAN 150,0 mg IRBESARTAN 300,0 mg CARBOPLA TIN 150,0 mg 

Conditions of 1, 2, 3, 4, 5, 6, 7,8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of 1,2, 3, 4, 5, 6, 7,8 
registration: registration: 

Applicant: RANBAXY SA (PTY) L TO Applicant: RANBAXY SA (PTY) L TO Applicant: XIX lA PHARMACEUTICALS (PTY) L TO 

Manufacturer: RANBAXY LABORATORIES Manufacturer: RANBAXY LABORATORIES Manufacturer: VIANEX SA, PALLINI, ATTICA, GREECE 
liMITED, LIMITED, G) 
SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL 0 
PRADESH, INDIA PRADESH, INDIA < m 

Packer: RANBAXY LABORATORIES Packer: RANBAXY LABORATORIES Packer: VIANE.X SA, PALLINI, ATTICA, GREECE :D 
LIMITED, LIMITED, z 
SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL s:: 
PRADESH, INDIA PRADESH, INDIA m z 

Laboratory: FPRC: RANBAXY LABORATORIES Laboratory: FPRC: RANBAXY LABORATORIES Laboratory: FPRC: VIANEX SA, PALLINI, ATTICA, GREECE -! 

LIMITED, LIMITED, GENERICS UK LIMITED, POTTERS BAR, G) 

SIRMOUR,HIMACHAL SIRMOUR,HIMACHAL HERTFORDSHIRE, UNITED KINGDOM )> 
N 

PRADESH, INDIA PRADESH, INDIA MCDERMOTT LABORATORIES T/A m 
KHULULEKANILABORATORY KHULULEKANI GERARD LABORATORIES, DUBLIN, =I SERVICES, COVENTRY LABORATORY SERVICES, IRELAND 
PARK, MIDRAND, RSA COVENTRY PARK, MERCK PHARMACEUTICAL J11 
CONSULTING CHEMICAL MIDRANO, RSA MANUFACTURING (PTY) LTD, co 
LABORATORIES (PTY) LTD, CONSULTING CHEMICAL WAOEVILLE, GERMISTON, RSA '-
ATLASVILLE, BOKSBURG, LABORATORIES (PTY) LTD, RESEARCH INSTITUTE FOR INDUSTRIAL c z RSA ATLASVILLE, BOKSBURG, PHARMACY, NORTH-WEST UNNERS!TY, m 
BE-TABS RSA POTCHEFSTROOM,RSA 1\) 
PHARMACEUTICALS (PTY) BE-TABS SABS COMMERCIAL (PTY) L TO 0 
L TO, STORMHILL, PHARMACEUTICALS(PTY) PHARMACEUTICAL CHEMISTRY 1\) 
ROOOEPOORT. RSA LTD. STORMHILL, DEPARTMENT GROENKLOOF, 

ROODEPOORT, RSA PRETORIA, RSA 

FPRR: RANBAXY SA (PTY) L TO, RANBAXY SA (PTY) L TO, FPRR: XIXIA PHARMACEUTICALS (PTY} 
LENCHEN AVENUE NORTH, FPRR: LENCHEN AVENUE NORTH, L TD,MOODERFONTEIN, RSA 
CENTURION, RSA CENTURION, RSA 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 
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Registration number. 42/26/0965 Registre!ion number: 42/2.910967 Registralion number: 42121.12/1096 

Name of mediCine: MYLAN CARBOPLATIN 450 Name of medicine: TRAMASPEN 50 mg Name of medicine: EVERDEX 1 mg 

Dosage form: SOLUTION FOR INJECTION Dosage tonn: CAPSULE Dosage form: TABLET 

Active ingredients: EACH VIAL CONTAINS: Active Ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CARBOPLA TIN 450,0mg Tramedol Hydrochloride ANASTROZOLE 1,0mg 

SO,Omg 

Conditions of registration: 1,2, 3,4, 5, 6, 7,8 Cond"lons of registration: 1,2, 3, 4, 5, 6, 7 Conditions of registratiOn: 1, 2, 3, 4, 5, 6, 7 

Applicant: XIXIA PHARMACEUTICALS (PTY) Applicant PHARMACARE LIMITED Applicant: ASTRAZENECA PHARMACEUTICALS (PTY) LTD 
LTD 

Manufacturer. VIANEX SA, PAlliNI, ATTICA, Manufacturer. FAMAR IT ALIA S.p.A, BARANZATE Dl Manufacturer. ASTRAZENECA PHARMACEUTICALS, NEWARK, 
GREECE BOLLATE, ITALY DELAWARE, USA 

Packer. VIANEX SA, PAlllNI, ATTICA, Packer: FAMAR ITALIA S.p.A, BARANZATE Dl Packer: ASTRAZENECA PHARMACEUTICALS, NEWARK, (/) 

GREECE BOLLATE, ITALY DELAWARE, USA );! PHARMACARE LTD, KORTSEN, ASTRAZENECA UK l TO, MACCLESFIELD, 
PORT ELIZABETH. RSA CHESHIRE, UK ~ ASPEN PHARMACARE EAST (/) 
LONDON, WILSONIA, EAST A 
LONDON, RSA 0 

Laboratory: FPRC VIANEX SA, PAllfNI, ATTICA, Laboratory: FPRC: FAMAR IT ALIA S.p.A, BARANZATE Dl laboratory: FPRC: ASTRAZENECA UK LTD, MACCLESFIELD, 
m 
ll 

GREECE BOLLATE, ITALY CHESHIRE, UK ):> 
GENERICS UK LIMITED, POTTERS SABS COMMERCIAL (PTY) L TO ASTRAZENECA PHARMACEUTICALS. NEWARK, z 
BAR, HERTFORDSHIRE, UNITED 

PHARMACEUTICAL CHEMISTRY DELAWARE, USA .-i 
DEPARTMENT GROENKLOOF, CARDINAL HEALTH UK417 LIMITED, STOCKPOT, 

KINGDOM PRETORIA, RSA CHESHIRE, UK OJ 
MCDERMOTT LABORATORIES TIA RESEARCH INSTITUTE FOR AFRIKA BIOPHARMA (PTY) LTD, ALRODE, c_ 

GERARD LABORATORIES, DUBLIN, INDUSTRIAL PHARMACY, NORTH- ALBERTON, RSA c 
IRELAND WEST UNIVERSITY, CONSULTING CHEMICAL LABORATORIES, z 
MERCK PHARMACEUTICAL POTCHEFSTROOM, RSA ATLASVILLE, BOKSBURG m 
MANUFACTURING (PTY} l TO, M&l LABORATORY SERVICES, 1\J 

WADEVILLE, GERMISTON, RSA 
LIMBRO BUSINESS PARK, 0 
SANDTON, RSA .... 

RESEARCH INSTITUTE FOR 1\J 

INDUSTRIAL PHARMACY, NORTH-
WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 
SABS COMMERCIAL (PTY) L TO 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT GROENKLOOF, 
PRETORIA, RSA 

FPRR: XIXIA PHARMACEUTICALS (PTY) FPRCIFPRR: PHARMACARE LTD, KORTSEN, FPRR: ASTRAZENECA PHARMACEUTICALS. 
L TD,MODDERFONTEIN, RSA PORT ELIZABETH, RSA SUNNINGHILL, JOHANNESBURG 

ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST 
LONDON, RSA 

Sheif~lfe: 24 months (Provisional) FPRR: PHARMACARE LTD, WOODMEAD, Shelf-life: 50 months z 
SANDTON,RSA 9 

Date of registration: 20APRIL2012 Shelf·lifa: 24 months Date of registration: 20 APRIL 2012 
Ul 
(Jl 

"" Date of registration: 20 APRIL 2012 0 
1.0 

Q) 
(II 
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MRF 15 MRF15 MRF15 w 
(]1 

Registration number: 43/2.6.5/0039 Registration number: 43/2.6.5/0040 Registration number: 43/2.6.5/0041 ""' 0 
CD 

Name of medicine: RISPEVON 1 Name of medicine: RISPEVON2 Name of medicine: RISPEVON3 

Dosage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
RISPERIDONE 1,0mg RISPERIOONE 2,0mg RISPERIOONE 3,0mg 

Conditions of registration: 1,2, 3,4,5,6, 7,8 Conditions of registration: 1,2,3,4,5,6, 7,8 Conditions of 1,2,3,4,5,6, 7,8 
registration: 

Applicant TRINITY PHARMA (PTY) L TO Applicant: TRINITY PHARMA (PTY) L TO Applicant TRINITY PHARMA (PTY) L TO 

Manufacturer: TORRENT Manufacturer: TORRENT PHARMACEUTICALS Manufacturer: TORRENT PHARMACEUTICALS L TO, 
G> 
0 

PHARMACEUTICALS L TO, L TO, INDRAD, MEHSANA, INDRAO, MEHSANA, INDIA < 
INDRAO, MEHSANA, INDIA INDIA m 

JJ 

Packer: TORRENT Packer: TORRENT PHARMACEUTICALS Packer: TORRENT PHARMACEUTICALS L TO, 
z 
s:: 

PHARMACEUTICALS L TO, LTD,INDRAD, MEHSANA, INDIA INDRAD, MEHSANA, INDIA m 
INDRAO, MEHSANA, INDIA z ...., 

Laboratory: FPRC: TORRENT ' 
Laboratory: FPRC: TORRENT PHARMACEUTICALS Laboratory: FPRC: TORRENT PHARMACEUTICALS L TO, G> 

)> 
PHARMACEUTICALS L TO, L TO, INDRAD, MEHSANA, INDIA INDRAD, MEHSANA, INDIA N 
INDRAO, MEHSANA, INDIA INSTITUTE FOR INSTITUTE FOR PHARMACEUTICAL m 
INSTITUTE FOR PHARMACEUTICAL SERVICES, SERVICES, SILVERTONDALE, 

...., 

...., 
PHARMACEUTICAL SILVERTONDALE, PRETORIA, PRETORIA, RSA m 
SERVICES, SILVERTONDALE, RSA RESEARCH INSTITUTE FOR CXl 
PRETORIA, RSA RESEARCH INSTITUTE FOR INDUSTRIAL PHARMACY, NORTH- (._ 

RESEARCH INSTITUTE FOR INDUSTRIAL PHARMACY, WEST UNIVERSITY, c 
z 

INDUSTRIAL PHARMACY, NORTH-WEST UNIVERSITY, POTCHEFSTROOM,RSA m 
NORTH-WEST UNIVERSITY, POTCHEFSTROOM,RSA 1\) 

POTCHEFSTROOM,RSA 0 ...... 
1\) 

FPRR: TRINITY PHARMA (PTY) L TO, FPRR: TRINITY PHARMA (PTY) L TO, FPRR: TRINITY PHARMA (PTY) L TO, 
MURRA YFIELD, PRETORIA, MURRAYFIELD, PRETORIA, RSA MURRA YFIELD, PRETORIA, RSA 
RSA 

Shelf-life: 24 months Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 
(Provisional) 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF 15 MRF15 MRF 15 

Registration number: 43/2.6.5/0042 Registration number: 43/2610046 Registration number: 43/20.1.1/0062 

Name of medicine: RISPEVON4 Name of medicine: MYLAN GEMCITABINE 1 g Name of medicine: ORCHID CEFUROXIME 250 mg 

Dosage form: TABLET Dosage form: POWDER FOR INJECTION Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
RISPERIDONE 4,0 mg GEMCITABINE EQUIVALENT TO CEFUROXIME AXETIL 

GEMCITABINE 1,0 g EQUIVALENT TO 
CEFUROXIME 250,0 mg 

Conditions of registration: 1,2, 3,4,5,6, 7,8 Conclitions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Conclitions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: TRINITY PHARMA (PTY) L TO Applicant: XIXIA PHARMACEUTICALS (PTY) Applicant: ORCHID PHARMACEUTICALS 
LTD SA(PTY)LTD 

Manufacturer: TORRENT PHARMACEUTICALS Manufacturer: INTAS PHARMACEUTICALS LTD, Manufacturer: ORCHID HEAL THCARE, 
L TO, INDRAD, MEHSANA, SANAND, DISTRICT AHMEDABAD, SRIPERUMBUDUR, (/) 
INDIA GUJURAT,INDIA KANCHEEPURAM, INDIA ~ 

Packer: TORRENT PHARMACEUTICALS Packer: INTAS PHARMACEUTICALS L TO, Packer: ORCHID HEALTHCARE, ~ L TO, INDRAD, MEHSANA, INDIA SANAND, DISTRICT AHMEDABAD, SRIPERUMBUDUR, (/) 
GUJURAT, INDIA KANCHEEPURAM, INDIA " 0 

Laboratory: FPRC: TORRENT PHARMACEUTICALS Laboratory: INTAS PHARMACEUTICALS LTD, Laboratory: FPRC ORCHID HEAlTHCARE, m 
LTD, INDRAD, MEHSANA, INDIA FPRC: SANAND, DISTRICT AHMEDABAD, SRIPERUMBUDUR, J) 

INSTITUTE FOR PHARMACEUTICAL GUJURAT, INDIA KANCHEEPURAM, INDIA > z SERVICES, SILVERTONDALE, GENERICS UK LIMITED, POTTERS CONSULTING CHEMICAL .-i 
PRETORIA, RSA BAR, HERTFORDSHIRE, UNITED LABORATORIES, A TI.ASVILLE, en RESEARCH INSTITUTE FOR KINGDOM BOKSBURG,RSA c._ 
INDUSTRIAL PHARMACY, NORTH- MCDERMOTT LABORATORIES T/A RESEARCH INSTITUTE FOR c 
WEST UNIVERSITY, GERARD LABORATORIES, INDUSTRIAL PHARMACY, z 
POTCHEFSTROOM,RSA DUBLIN, IRELAND NORTH-WEST UNIVERSITY, m 

MERCK PHARMACEUTICAL POTCHEFSTROOM,RSA 1\) 
MANUFACTURING {PTY) L TO, INSTITUTE FOR 0 
WADEVILLE, GERMISTON, RSA PHARMACEUTICAL SERVICES, .... 
RESEARCH INSTITUTE FOR SILVERTONDALE, PRETORIA, 

1\) 

INDUSTRIAL PHARMACY, NORTH- RSA 
WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 
SASS COMMERCIAL (PTY) LTD 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT GROENKLOOF, 
PRETORIA, RSA 

FPRR: TRINITY PHARMA (PTY) LTD, FPRR: XIXIA PHARMACEUTICALS (PTY) FPRR: ORCHID PHARMACEUTICALS, 
MURRAYFIELD, PRETORIA, RSA L TD,MODDERFONTEIN, RSA SA, NOORBRUG, 

POTCHEFSTROOM,RSA 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months {Provisional) Shelf-life: 24 months z 
9 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 (JJ 
01 
.j:>. 
0 
(0 

(I) 
-..j 



en 
Cl 

MRF15 MRF 15 z 
!=> 

Regislralion number. 43120.1 '1/0063 Regislralion number. 43/2Ml068 Registralioo number: 43/20.1.1/0221 w 
01 

Name of medicine: ORCHID CEFUROXIME 500 mg Name of medicine: MYLAN GEMCITABINE 200 mg Name of medicine: ZEEMIOE 500 mg ,(>. 
0 
(0 

Dosage form: TABLET Dosage 1om!: POWDER FOR INJECTION Dosage form: TABLET 

Active Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CEFUROXIME AXETIL EQUIVALENT GEMCIT ABINE EQUIVALENT TO Azithromycin dehydrate TO GEMCITABINE 200,0 mg 
CEFUROXIME 500,0 mg equivalent to 

Azithromycin 500,0mg 

Conditions of registrstion: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,5,6,7,8 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Appllc:anl: ORCHID PHARMACEUTICALS SA Applicant XIXIA PHARMACEUTICALS (PTY) Applicant. BRIMPHARM SA (PTY) L TO 
(PTY)LTD LTD 

Manufacturer. ORCHID HEAL THCARE, Manufaclurer: INTAS PHARMACEUTICALS LTD, Manufaclurer. KERN PHARMA S.L., VENUS, Gl 
0 SRlPERUMBUDUR, KANCHEEPURAM, SANAND, DISTRICT TERRASSA-BARCELONA, < INDIA AHMEDABAD, GUJURAT, INDIA 

SPAIN m 
ll 

Packer: ORCHID HEALTHCARE, Pad<er: INTAS PHARMACEUTICALS L TO, Packer: KERN PHARMA S.L, VENUS, z 
SRIPERUMBUDUR, KANCHEEPURAM. SANAND, DISTRICT TERRASSA-BARCELONA, 

~ 
INDIA AHMEDABAD, GUJURAT, INDIA m 

SPAIN z 
-i 

Laboratory: FPRC: ORCHID HEALTHCARE, Laboratory: FPRC: INTAS PHARMACELITICALS L TO, Laboratory: FPRC: KERN PHARMA S.L., VENUS, Gl 
SRIPERUMBUDUR, KANCHEEPURAM, SANAND, DISTRICT TERRASSA-BARCELONA, )> 
INDIA AHMEDABAD, GUJURAT, INDIA N 
CONSULTING CHEMICAL GENERICS UK LIMITED, SPAIN m 
LABORATORIES, ATLASVILLE, POTTERS BAR. CONSULTING CHEMICAL ::1 BOKSBURG, RSA HERTFORDSHIRE, UNITED LABORATORIES, ATLASVILLE, !" RESEARCH INSTITUTE FOR KINGDOM 
INDUSTRIAL PHARMACY, NORTH- MCDERMOTT LABORATORIES BOKSBURG,RSA co 
WEST UNIVERSITY, T/A GERARD LABORATORIES, (.._ 

POTCHEFSTROOM.RSA DUBLIN, IRELAND c 
INSTITUTE FOR PHARMACEUTICAL MERCK PHARMACEUTICAL z 
SERVICES, SllVERTONDALE, MANUFACTURING (PTY) LTD, m 
PRETORIA, RSA WADEVILLE, GERMISTON, RSA 1\) 

RESEARCH INSTITUTE FOR 0 
INDUSTRIAL PHARMACY, ..... 
NORTH-WEST UNIVERSITY, 1\) 

POTCHEFSTROOM, RSA 
SABS COMMERCIAL (PTY) LTD 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT GROENKLOOF, 
PRETORIA, RSA 

FPRR: ORCHID PHARMACEUTICALS, SA. FPRR: XIXIA PHARMACEUTICALS (PTY) FPRR: BRIMPHARM SA (PTY) L TO, 
NOORBRUG, POTCHEFSTROOM, L TO. MODDERFONTEIN, RSA CLAREMONT, CAPE TOWN, RSA 

RSA 

Shelf-life: 24 months Shelf-life: 24 months (Provisional) Shelf-lifo: 24months 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF 15 

Registration number: 

Name of medicine: 

Dosage fonn: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

43/11.4.310545 

ASPEN PANTOPRAZOLE 20 

TABLET 

EACH TABLET CONTAINS; 
Pantoprezo!e SOdium Sesquiflydrate 
equivalent to 
Pantoprazole20,0 mg 

1. 2, 3, 4, 5, 6, 7, 8 

PHARMACARE LIMITED 

ACTA VIS Hf., ICELAND 
ACTA VIS LTD., ZEJTUN, MALTA 

ACTA VIS Hf., ICELAND 
ACTA VIS LTD .. ZEJTUN, MALTA 

ACT AVIS HI., ICELAND 
ACTA VIS LTD., ZEJTUN, MALTA 
SABS COMMERCIAL (PTY) LTD 
PHARMACEUTICAL CHEMISTRY 
DEPARTMENT GROENKLOOF, 
PRETORIA, RSA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
POTCHEFSTROOM, RSA 
M&l LABORATORY SERVICES (PTY) 
LTD, L!MBRO BUSINESS PARK, 
SANDTON, RSA 

PHARMACARE LIMITED, 
VK)ODMEAD,SANDTON,RSA 

24 months (Provisional) 

20 APRIL 2012 

~M~R~F~15~--------------------------------~MRF1~5~--------------------------------------------
Registration number: 

Name of medicine: 

Dosage fonn: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-life: 

Date of registration: 

43!11.4.310546 

ASPEN PANTOPRAZOLE 40 

TABLET 

EACH TABLET CONTAINS: 
Pantoprazole Sodium 
Sesquihydrate equivalent to 
Pantoprazole 40,0 mg 

1,2, 3,4, 5,6, 7,8 

PHARMACARE LIMITED 

ACTA VIS Hf., ICELAND 
ACT AVIS L TO., ZEJTUN, 
MALTA 

ACTA VIS Hf., JCELAND 
ACT AVIS LTD., ZEJTUN, 
MALTA 

ACTA VIS Hf., ICELAND 
ACTAVIS LTD., ZEJTUN, 
MALTA 
SABS COMMERCIAL (PTY) LTD 
PHARMACEUTICAl 
CHEMISTRY DEPARTMENT 
GROENKLOOF, PRETORIA, 
RSA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
POTCHEFSTROOM,RSA 
M&L LABORATORY SERVICES 
(PTY) L TO, LIMBRO BUSINESS 
PARK. SANOTON, RSA 

PHARMACARE LIMITED, 
VVOOOMEAD,SANDTON,RSA 

24 months (Provisional) 

20 APRIL 2012 

Registration number: 43/20.2.8f0570 

Name of medicine: VUDERIT 30 mg 

Dosage fonn: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMIVUDINE 150,0 mg 
STAVUOINE 30,0 mg 

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

Applicant AUROBINDO PHARMA (PTY) l TO 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

Shelf-life: 

Date of registration; 

AUROBINDO PHARMA l TO, UNIT Ill, 
QUTHUBULLAPUR MANDAL, RANGA 
REDDY DISTRICT, ANDHRA PRADESH, 
INDIA 

AUROBINDO PHARMA LTD, UNIT Ill, 
QUTHUBULLAPUR MANOAL, RANGA 
REDDY DISTRICT, ANDHRA PRADESH, 
INDIA 

AUROBINDO PHARMA LTD, UNIT Ill, 
QUTHUBULLAPUR MANDAL, RANGA 
REDDY DISTRICT, ANDHRA PRADESH, 
INDIA 
M&llABORATORY SERVICES, UMBRO 
BUSINESS PARK, SANOTON, RSA 
KHULULEKANILABORATORY 
SERVICES, COVENTRY PARK, 
MIDRANO, RSA 

AUROBINDO PHARMA, MEYERSDAl, 
JOHANNESBURG 

24 months 

20 APRIL 2012 

(/) 
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z 
MRF15 MRF15 ~ 

(,.) 
Registration number: 43/20.2.8/0571 Registration number: 43/2.5/0823 Registration number: 43/2.510824 01 

.j:o. 

Name of medicine: 
0 

Name of medicine: VUDERIT 40 mg Name of medicine: EPIMATE 25 EPIMATE50 <.0 

Dosage form: TABlET Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LAMIVUDINE 150,0 mg TOPIRAMATE 25,0mg TOPIRAMATE 50,0 mg 
STAVUDINE 40,0 mg 

Conditions of registration: 1' 2, 3, 4, 5, 6, 7 Conditions of registration: 1, 2,3,4,5,6, 7,8 Conditions of registration: 1,2,3,4,5,6, 7, 8 

Applicant: AUROBINDO PHARMA (PTY) lTD Applicant: TRINITY PHARMA (PTY) L TO App~cant: TRINITY PHARMA (PTY) 
LTD 

Manufaciurer: TORRENT 
G> 

Manufacturer. AUROBINDO PHARMA lTD, UNIT Ill, Manufaciurer: TORRENT 0 
QUTHUBULLAPUR MANDAL, PHARMACEUTICALS L TO, PHARMACEUTICALS L TO, < 
RANGA REDDY DISTRICT, ANDHRA INDRAD, DISTRICT MEHSANA, INDRAD, DISTRICT m 
PRADESH. INDIA :D 

INDIA MEHSANA, INDIA z 
Packer: AUROBINDO PHARMA lTD, UNIT Ill, Packer: TORRENT Packer: TORRENT 

s: 
m 

QUTHUBULLAPUR MANDAL, PHARMACEUTICALS L TO, PHARMACEUTICALS L TO, z 
RANGA REDDY QISTRICT, ANOHRA INDRAD, DISTRICT MEHSANA, INDRAD, DISTRICT 

-1 
PRADESH, INDIA G> INDIA MEHSANA, INDIA )> 

N 
Laboratory: FPRC: AUROBINDO PHARMA LTD, UNIT Ill, Laboratory: fPRC: TORRENT Laboretory: FPRC TORRENT m 

QUTHUBULLAPUR MANDAL, PHARMACEUTICALS L TO, PHARMACEUTICALS L TO, -1 
-1 RANGA REDDY DISTRICT, ANDHRA INDRAD, DISTRICT MEHSANA, INDRAD, DISTRICT m 

PRADESH, INDIA INDIA MEHSANA, INDIA (X) M&l LABORATORY SERVICES, 
INSTITUTE FOR INSTITUTE FOR c... liMBRO BUSINESS PARK, 
PHARMACEUTICAL PHARMACEUTICAL c SANDTON, RSA z 

KHULULEKANILABORATORY SERVICES, SIL VERTONDALE, SERVICES, m 
SERVICES, COVENTRY PARK, PRETORIA, RSA SILVERTONDALE, 1\) 

MIORAND, RSA RESEARCH INSTITUTE FOR PRETORIA, RSA 0 
-' 

INDUSTRIAL PHARMACY, RESEARCH INSTITUTE 1\) 

NORtH-WEST UNIVERSITY, FOR INDUSTRIAL 
POTCHEFSTROOM,RSA PHARMACY, NORTH-WEST 

UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: AUROBINDO PHARMA, fPRR: TRINITY PHARMA (PTY) LTD, FPRR: TRINITY PHARMA (PTY) 
MEYERSDAL,JOHANNESBURG MURRA YFEILD, PRETORIA, L TO, MURRA YFEILD, 

RSA PRETORIA, RSA 

Shelf-life: 24 months Shalf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF 15 MRF'15 ~F 15 

Registration number: 4312.5/0825 Registration number: 43/2.5/0826 Registration number: 43/11.4.3/1001 

Name of medicine: EPIMATE 100 Name of medicine: EPIMATE200 Name of medicine: PANTOLOC OTC 

Dosage form: TABLET Dosage torm: TABLET Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active Ingredients: EACH TABLET CONTAINS: 
TOPIRAMATE 100,0mg TOPIRAMATE 200,0 mg PANTOPRAZOLE SODIUM 

SESQUIHYDRA TE 
EQUIVALENT TO 
PANTOPRAZOLE 20,0mg 

Conditions of registration: 1, 2,3,4,5,6, 7,8 Conditions of registration: 1,2,3,4,5,6, 7 Conditions of registration: 1,2,3,4,5,6, 7 

Applicant: TRINITY PHARMA (PTY) Applicant: TRINITY PHARMA (PTY) L TO Applicant: NY COM ED (PTY) L TO 
LTD 

Manufacturer. TORRENT Manufacturer. TORRENT PHARMACEUTICALS Manufacturer. NYCOMED GmbH, (/) 

PHARMACEUTICALS L TO, L TO, INDRAD, DISTRICT ORANIENBURG, GERMANY ~ 
INORAO, DISTRICT MEHSANA, INDIA ADA VANCE PHARMA GmbH, ~ MEHSANA, INDIA BERLIN, GERMANY (/) 

Packer. TORRENT Packer TORRENT PHARMACEUTICALS " Packer: NYCOMED GmbH, 0 
PHARMACEUTICALS L TO, L TO, INDRAD, DISTRICT ORANIENBURG, GERMANY m 

ll INDRAD, DISTRICT MEHSANA, INDIA )> 
MEHSANA, INDIA z 

.-i 
Laboratory: FPRC: TORRENT laboratory: FPRC: TORRENT PHARMACEUTICALS laboratory: FPRC NYCOMED GmbH, CXl 

PHARMACEUTICALS L TO, L TO, INDRAD, DISTRICT ORANIENBURG, GERMANY (_ 

INDRAO, DISTRICT MEHSANA, INDIA c z 
MEHSANA, INDIA INSTITUTE FOR m 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 1\) 

PHARMACEUTICAL SILVERTONOALE, PRETORIA, 0 .... 
SERVICES, RSA 1\) 

Sll VERTONDALE, RESEARCH INSTITUTE FOR 
PRETORIA, RSA INDUSTRIAL PHARMACY, 
RESEARCH INSTITUTE NORTH-WEST UNIVERSITY, 
FOR INDUSTRIAL POTCHEFSTROOM,RSA 
PHARMACY,NORTH4NEST 
UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: TRINITY PHARMA {PTY) FPRR: TRINITY PHARMA (PTY) L TO, FPRR: NYCOMED (PTY) L TO, 
LTD, MURRAYFEILO, MURRAYFEILD, PRETORIA, BRYANSTON,RSA 
PRETORIA, RSA RSA 

Shelf-life: 24 months (Provisional) SheW-life: 24 months (Provisional) Shelf-lHe: 36 months z 
9 

Date of registration: 20 APRIL2012 Date of registration: 20 APRIL2012 Date of registration: 20 APRIL2012 (..) 
(}! 
.f>. 
0 
<0 

...... ... 
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1\) 

MRF 15 MRF15 MRF15 z 
!' 

Registration number: 43/1.2/1 015 Registration number: 4317.1.311044 Registration number: 4317.1.311045 (.) 
0"1 

Name of medicine: ZYDUS ESCITALOPRAM 10 Name of medicine: BIQURETIC 10/12,5 mg Name of medicine: BIQURETIC 20112,5 mg ~ 
0 

mg <D 

Dosage fonn: TABLET Dosage fonn: TABLET Dosage fonn: TABLET 

Active Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ESCITALOPRAM OXALATE Quinapril Hydrochloride equivalent to Quinapril Hydrochloride 
EQUIVALENT TO Quinapril 10,0mg equivalent to 

ESCITALOPRAM 10,0mg Hydrochlorothiazide 12,5mg Quinapril 20,0mg 
Hydrochlorothiazide 12,5 mg 

Conditions of registration: 1 ' 2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,5,6,7,8 Conditions of registration: 1,2,3,4,5,6, 7,8 

APPlicant: ZVDUS HEAL THCARE SA Applicant AU ROBIN DO PHARMA (PTY) L TO Applicant AUROBINDO PHARMA (PTY) G) 

(PTY) LTD LTD 0 
< 

Manufacturer: ZVDUS CADILA Manufacturer: AUROBINDO PHARMA LIMITED, Manufacturer: AUROBINDO PHARMA LIMITED, m 
ll 

HEAL THCARE LIMITED, UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR z 
SANAND, AHMEDABAD, MANDAL, RANGA REDDY MANDAL, RANGA REDDY s:: 
INDIA DISTRICT, HYDERABAD, ANDHRA DISTRICT, HYDERABAD, m 

PRADESH INDIA ANDHRA PRADESH INDIA z 
ZYDUS CADILA 

-i 
Packer: Packer: AUROBINDO PHARMA LIMITED. Packer: AUROBINDO PHARMA LIMITED, G) 

HEAL THCARE LIMITED, UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR ~ SANAND, AHMEDABAD, MANDAL, RANGA REDDY MANDAL, RANGA REDDY 
DISTRICT, HYDERABAD, ANDHRA DISTRICT, HYDERABAD, m 

INDIA PRADESH INDIA ANDHRAPRADESHINDIA ~ 
laboratory: FPRC: ZYDUS CADILA laboratory: FPRC: AUROBINDO PHARMA LIMITED, Laboratory: FPRC AUROBINDO PHARMA LIMITED, 

j11 

HEAL THCARE LIMITED, UNIT Ill, QUTHUBULLAPUR UNIT Ill, QUTHUBULLAPUR (J:) 

(... 

SANAND, AHMEDABAD, MANDAL, RANGA REDDY MANDAL, RANGA REDDY c 
INDIA DISTRICT, HYDERABAD, ANOHRA DISTRICT, HYDERABAD, z 
INSTITUTE FOR 

PRADESH INDIA ANDHRA PRADESH INDIA m 
M &L LABORATORY SERVICES, M &LLABORATORY SERVICES, N 

PHARMACEUTICAL UMBRO BUSINESS PARK, LIMBRO BUSINESS PARK, 0 ... 
SERVICES, SILVERTONDALE, SANDTON, RSA SANDTON,RSA N 
PRETORIA, RSA KHULULEKANILABORATORY KHULULEKANILABORATORY 
RESEARCH INSTITUTE FOR SERVlCES cc, COVENTRY PARK, SERVlCES cc, COVENTRY 

INDUSTRIAL PHARMACY, MIDRAND, RSA PARK, MIDRAND, RSA 

NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: ZYDUS HEALTHCARE SA FPRR: AUROBINDO PHARMA (PTY) LTD, FPRR: AUROBINDO PHARMA (PTY) 
{PTY) LTD, MEYERSDAL, JOHANNESBURG, l TO, MEYERSDAL, 
POTCHEFSTROOM,RSA RSA JOHANNESBURG,RSA 

Shelf-life: 24 months Shelf-life: 24 months (ProVisional) Shelf-life: 24 months (Provisional) 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF15 MRF15 ~F 15 

Regislrllllon runber: 4317.1.311046 Regislraticn runber: .w7.1.3/1047 Regl8lnlllon IU'I1ber: 44120.1.110316 

Nameofllllldic:ine: AURO QUINAPRIL CO 10/12,5 mg Name of madidne: AURO QUINAPRIL CO 20/12,5 mg Name of medicine: KANAMYCIN 1 g BIOTECH 

Dosage form: TABlET Dosage form: TABLET Dosage tonn: INJECTION 

Active~: EACH TABLET CONTAINS: Active fn9'eCI8niS: EACH TABLET CONTAINS: Active if'Vlildlenls: EACH AMPOULe CONTAINS: 
Qulnaprll Hydrochloride equivalent to Qlinapril Hydrochloride~ to KANAMYCIN SULPHATE EQUIVALENT TO 

Qulnapr11 10,0mg Quinaptil 20,0mg KANAMYCIN1000,0mg 

Hydrochlorothiazide 12,5mg ~ 12,5mg 

Conditions of Algislration: 1,2,3,4,5,6, 7,8 Conditions of regislnllion: 1, 2, 3,4, 5, 6, 7, 8 Condilklns of reglalrslion: 1,2,3,4,5,6,7,8 

Applicant AUROBINDO PHARMA (PTY) l TO Applcant AUROBINDO PHARMA (PTY} l TO Appbnt BIOTECH LABORATORIES (PTY} l TO 

Manufactl.rel: AUROBINDO PHARMA UMITEO, Manulacli.nr. AUROBINDO PHARMA liMITED. UNIT Ill, Manufaclurer: UNIQUE PHARMACEUTICALI.ABORATORIES (A 

UNIT Ill, QUTHUBUllAPUR QIJTHUBULLAPUR MANDAI., RANGA DIVISION OF JB CHEMICALS & 

MANDAI.. RANGA REDDY DISTRICT, REDDY DISTRICT, HYDERABAD, PHARMACEUTICAlS UMITED), PANOU, INDIA (/) 

HYDERABAD,ANOHRAPRADESH ANDHRA PRADESH INDIA );! 
INDIA ~ 

Pad<ef: AUROBINOO PHARMA LIMITED, Pad<ef: AUROBINDO PHARMA LIMITED, UNIT Ill, Pad<ef: UNIQUE PHARMACEUTICAL LABORATORIES (A (/) 
:A 

UNIT Ill, QUTHUBULLAPUR QUTHUBULLAPUR MANDAL, RANGA DIVISION OF JB CHEMICALS & 0 
MANDAL, RANGA REDDY DISTRICT, REDDY DISTRICT, HYDERABAD, PHARMACEUTICALS UMITED), PANOU, INDIA 

ANDHRA PRADESH INDIA PHARMA-Q (PTY} L TO TRADING AS COSI m 
HYDERABAD,ANDHRAPRADESH ll 
INDIA 

PHARMACEUTICALS, INDUSTRIA liVEST, )> 
JOHANNESBURG,RSA z AFRIKA BIOPHARMA MANUFACTURING (PTY} ,;-1 L TO, ALRODE, ALBERTON, RSA 

(X) 

laboniitory: FPRC: AUROBINDO PHARMA liMITED, l.aboraklly: FPRC: AUROBINDO PHARMA LIMITED, UNIT Ill, labonllcry: FPRC UNIQUE PHARMACEUTICAl LABORATORIES (A (_ 

UNIT Ill, QUTHUBUllAPUR QIJTHUBULLAPUR MANDAL RANGA DIVISION OF JB CHEMICALS & c 
MANDAL, RANGA REDDY DISTRICT, REDDY DISTRICT, HYDERABAD. PHARMACEUTICALS UMITED), PANOU. INDIA z 
HYDERABAD,ANDHRAPRAOESH ANDHRA PRADESH INDIA PHARMI\.-Q (PTY} LTD TRADING AS COSI iii 

M &L LABORATORY SERVICES, LIMBRO PHARMACEUTICALS, INDUSTRIA liVEST, 
INDIA BUSINESS PARK, SANDTON, RSA JOHANNESBURG. RSA 1\) 

M &L LABORATORY SERVICES, 0 
KHULULEKANI LABORATORY SERVICES AFRIKA BIOPHARMA MANUFACTURING (PTY} .... 

liMBRO BUSINESS PARK, cc, COVENTRY PARK, MID RAND, RSA LTD, ALRDOE, ALBERTON. RSA 1\) 

SANDTON,RSA SABS COMMERCIAL (PTY} lTD 

KHULULEKANILABORATORY PHARMACEUTICAL CHEMISTRY DEPARTMENT 

SERVICES cc, COVENTRY PARK, 
GROENICI.OOF, PRETORIA, RSA 
CONSULTING CHEMICAL I.ABORATORIES, 

MIDRAND, RSA ATlASVIU.E, BOKSBURG, RSA 
INSTITUTE FOR PHARMACEUTICAL SERVICES, 
SII.VERTONDALE, PRETORIA, RSA 

FPRR: AUROBINOO PHARMA (PTY) LTD, FPRR: AUROBINDO PHARMA(PTY} lTD, FPRR: BIOTECH I.ABORATORIES (PTY} LTD. 
MEYERSDAL, JOHANNESBURG, MEYERSDA~JOHANNESBURG,RSA RANDJESPARI<, MIORAND, RSA 

RSA 

Shelf..life: 24 months (Provisional) Shelf-life: 24 months (ProvisionaO She" -life: 24 months (Provisional} 

Dale of ragisln1dion: 20 APRIL 2012 Dale of regislralion: 20 APRJL 2012 Date of registration: 20 APRil2012 z 
!l 
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.... .. 
MRF 15 MRF15 MRF 15 z 

!=' 
Registration number: 44/3.410391 Registration number: 44/34/0392 Registration number: 44/8.1/0550 (.,) 

()'! 

Name of medicine: SOl VENT FOR DOCELEX 20 Name of medicine: SOL VENT FOR DOCELEX 80 Name of medicine: NOVOSEVEN 1 mg 
.. 
0 
(.0 

Dosage form: INJECTION Dosage form: INJECTION Dosage form: POWDER AND SOLVENT 
FOR SOLUTION FOR 
INJECTION 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
ETHANOL 13,0%miV ETHANOL 13,0% mlv Activated Recobinant 

Coagulation Factor VIla 
(rFVIIa) 1,0 mg 

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

Applicant CIPLA MEDPRO (PTY) LTD Applicant: CIPLA MEOPRO (PlY) LTD Applicant NOVO NORDISK (PlY) L TO G) 

Manufacturer: CIPLA LTD. UNIT V, VERNA, SALCETTE, Man utacturer: CIPLA LTD, UNIT V, VERNA, ManUfacturer: NOVO NORDISKAIS, 0 
GOA, INDIA SALCETTE, GOA, INDIA BAGSVAERO,DENMARK < m 

NOVO NORDISKAIS, ::0 
KALUNDBORG,DENMARK z 
NOVO NORDISK A/S, ~ 
HAGEDORNSVEJ. m 
GENTOFTE,DENMARK z 
NOVO NORDISKAIS, -I 

BROGMROSVEJ, DENMARK G) 
> 

Packer: CIPLA L TO, UNIT V, VERNA, SALCETTE, Packer: CIPLA L TO, UNIT V, VERNA, Packer: NOVO NORDISK AIS, N 
m GOA, INDIA SALCETTE, GOA, INDIA BAGSVAERD,DENMARK ::1 NOVO NORDISK AIS, 

HAGEDORNSVEJ, .fl1 
GENTOFTE, DENMARK co 
NOVO NORDISKAIS, c.. 
BROGMROSVEJ, DENMARK c 

z 
Laboratory: FPRC: CIPLALTD, UNITV, VERNA, SALCETTE. Laboratory: FPRC: CIPLA L TO, UNIT V, VERNA, Laboratory: FPRC NOVO NORDISK AIS, m 

GOA, INDIA SALCETTE, GOA, INDIA BAGSVAERD,DENMARK ro 
0 NOVO NORDISK AIS, .... 

KALUNDBORG,DENMARK ro 
NOVO NORDISK AIS, 
HAGEOORNSVEJ, 
GENTOFTE, DENMARK 
NOVO NORDJSK AIS, 
BROGMRDSVEJ,DENMARK 

FPRR: CIPLA l TO, UNIT V. VERNA, SALCETTE, FPRR: CIPLA MEDPRO (PlY) L TO, FPRR: NOVO NORDISK (PlY) LTD, 
GOA, INDIA ROSENPARK. BELLVILLE, SANDTON, RSA 

CAPE TOWN, RSA 

Shelf-life: 24monlhS Shelf-life: 24 months Shelf-life: 24 months 

Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF15 MRF15 

Registration number: 4418.110551 Registration number: 

Name of medicine: NOVOSEVEN 2 mg N1111!8 of medicine: 

Dosage form: POV\IOER AND SOLVENT FOR SOLUTION Oo$ag& form: 
FOR INJECTION 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: 
Activated Recobinant Coagulalion Factor 
VIla (rFVlla) 2,0 mg 

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

AppliCant NOVO NOROISK (PTY) L TO Applicant: 

Manufacturer: NOVO NORDISK AIS, BAGSVAERD, Manufadurer. 
DENMARK 
NOVO NORDISK AIS, KALUNDBORG, 
DENMARK 
NOVO NORDISK AIS, HAGEOORNSVEJ, 
GENTOFTE,DENMARK 
NOVO NORDISK A/S, BROGAAROSVEJ, 
DENMARK 

Packer: NOVO NORDISKAIS, BAGSVAERD, Packer: 
DENMARK 
NOVO NORDISKAIS, HAGEDORNSVEJ, 
GENTOFTE. DENMARK 
NOVO NOROISK AIS, BROGAARDSVEJ, 
DENMARK 

Laboratory: FPRC: NOVO NOROISKAIS, BAGSVAERD, Laboraloty: FPRC: 
DENMARK 
NOVO NORDISK AIS, KALUNOBORG, 
DENMARK 
NOVO NORDISK A/S, HAGEOORNSVEJ, 
GENTOFTE,DENMARK 
NOVO NORDISK AIS, BROGAARDSVEJ. 
DENMARK 

FPRR: NOVO NORDISK (PTY) L TO, SANOTON, FPRR: 
RSA 

Shelf-life: 24 monlhll Shelf-Jife: 

Date al registration: 20 APRIL 2012 Date of regiStration: 

~RF15 

4418.110552 Registration number: 

NOVOSEVEN 5 mg Name of medicine: 

POWDER AND SOLVENT FOR SOLUTION Oo$ag& form: 
FOR INJECTION 

EACH VIAL CONTAINS: Adive ingredients: 
Aclivaled Racobinant Coagulation Factor 
VIla (rFVlla) 5,0 mg 

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

NOVO NORDISK (PlY) L TO Applicant: 

NOVO NORDISK AIS, BAGSVAERD. Manufadurer: 
DENMARK 
NOVO NORDISK A/S, KALUNDBORG, 
DENMARK 
NOVO NOROISKAIS, HAGEDORNSVEJ, 
GENTOFTE, DENMARK 
NOVO NORDISK AIS, BROGAARDSVEJ, 
DENMARK 

NOVO NORDISKAIS, BAGSVAERD, Packllr: 
DENMARK 
NOVO NOROISKAIS, HAGEOORNSVEJ, 
GENTOFTE,DENMARK 
NOVO NORDISK AIS, BROGAARDSVEJ, 
DENMARK 

NOVO NORDISK AIS, BAGSVAERD. Laboratory: FPRC 
DENMARK 
NOVO NORDISK A/S, KALUNDBORG. 
DENMARK 
NOVO NORDISK AIS, HAGEDORNSVEJ, 
GENTOFTE, DENMARK 
NOVO NOROISK AIS, BROGAAROSVEJ, 
DENMARK 

NOVO NORDISK (PTY) L TO, SANDTON, FPRR: 
RSA 

24 month$ Shelf-life: 

20 APRIL 2012 Date of registration: 

441'13.9.1/0632 

XAMlOlGEL 

GEL 

EACH GRAM CONTAINS: 
Calcipolriol hydraJe ~to 
Calcipotriol 50,0 ug Betamethasone 
dipropionate eqtjvalenl to 
Betamethasone 
0,5mg 

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

ADCOCK INGRAM LIMITED 

lEO PHARMACEUTICAL PRODUCTS 
LTO,BALLERU~DENMARK 

LEO PHARMACEUTICAL PRODUCTS 
LTO,BALLERUP,DENMARK 

LEO PHARMACEUTICAl. PRODUCTS 
LTO,BALLERUP,DENMARK 
ADCOCK INGRAM HEALTHCARE, 
WADEIIILLE, GERMISTON, RSA 
ADCOCK INGRAM LIMITED 
RESEARCH & DEVELOPMENT, 
AEROTON, JOHANNESBURG, RSA 

ADCOCK INGRAM HEAL THCARE, 
WADEVILLE. GERMISTON, RSA 
ADCOCK INGRAM LIMITED 
RESEARCH & DEVELOPMENT, 
AEROTON,JOHANNESBURG,RSA 
ADCOCK INGRAM LIMITED, ERAND 
GARDENS,M~D.RSA 

24months 

20 APRIL 2012 
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MRF15 MRF15 MRF15 
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Registration number: 45/20.2.8/0111 Registration number: 45120.2.8/0169 Registration number: 45120.2.810336 

Name of medicine: RILOVIA 200150 Name of medicine: EFRIN Name of medicine: RILOVIA 100125 

Dosage form: TABLET Dosage form: TABLET Dosage fonn: TABLE.T 

Aelive ingredients: EACH TABLET CONTAINS: Aelive Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOPINAVIR 200,0 mg EFAVIRENZ 600,0mg LOPINAVIR 100,0 mg 
RITONAVIR 50,0 mg RITONAVIR 25,0 mg 

Conditions of registra!lon: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1,2,3,4,5,6, 7 Conditions of registration: 1,2,3,4,5,6, 7,8 
G> 

Applicant: MYlAN (PTY) LTD Applicant MYLAN (PTY) L m Applicant MYLAN (PlY) L m 0 
< 

Manufacturer: MATRIX LABORATORIES LIMilED, ManufactUrer: MATRIX LABORATORIES Manufacturer. MATRIX LABORATORIES m 
:D 

SINNAR, NASHIK, MAHARASHTRA, LIMITED, SINNAR, NASHIK, LIMITED, SINNAR. NASHIK. z 
INDIA MAHARASHTRA, INDIA MAHARASHTRA, INDIA :s::: 

m 
Packer: MATRIX LABORATORIES LIMfTED, Packer: MATRIX LABORATORIES Packer: MATRIX LABORATORIES z 

~ 
SINNAR, NASHIK, MAHARASHTRA. LIMITED, SINNAR. NASHIK. LIMITED, SINNAR, NASHIK. G> INDIA MAHARASHTRA, INDIA MAHARASHTRA, INDIA )> 

N 
Laboratory: FPRC: MATRIX LABO~TORIES LIMITED, l...aboralory: MATRIX LABORATORIES Laboratory: FPRC MATRIX LABORATORIES m 

SINNAR, NA K, FPRC: LIMITED, SINNAR. NASHIK, LIMITED, SINNAR, NASHIK, ::4 
MAHARASHTRA, INDIA MAHARASHTRA, INDIA MAHARASHTRA, INDIA fT1 
CONSUL llNG CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL 0) 
LABORATORIES, ATLASVILLE, 

LABORATORIES, ATLASVJLLE, LABORATORIES, c... 
BOKSBURG,RSA c 
ACORN PHARMACEtmCALS (PTY) BOKSBURG,RSA ATLASVJLLE, BOKSBURG, z 
LTD, NORTH RIDING, ACORN PHARMACEUTICALS RSA m 
JOHANNESBURG,RSA (PTY) L m, NORTH RIDING, ACORN 1\) 

JOHANNESBURG,RSA PHARMACEUTICALS (PlY) 0 ... 
LTD, NORTH RIDING, 1\) 

JOHANNESBURG,RSA 

FPRR: MYLAN (PlY) LTD, FPRR: MYLAN (PlY) LTD, FPRR: MYlAN (PTY) LTD, 
MODDERFONTE~.GAUTENG,RSA MODDERFONTEIN, MODDERFONTEIN, 

JOHANNESBURG,RSA GAUlENG, RSA 

Shelf-life: 24months Shelf-life: 24months Shelf-life: 24 months (ProvlsionaQ 

Date of registration: 20APRIL 2012 Dale of registration: 20 APRIL 2012 Date of registration: 20 APRIL 2012 



MRF 15 

RegiStration number. 45120.2.810538 

Name of mediCine: MACLEODS LAMIVUDINE 150 

Dosage form: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
LAMIVUDINE 150,0mg 

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

Applicant MACLEODS 
PHARMACEUTICALS SA (PlY) 
LTD 

Manufacturer: MACLEODS fiJ 
PHARMACEUTICALS L TO, ~ 
KACHIGAM, DAMAN, INDIA ~ 

Packer: MACLEODS fiJ 
;;!\ 

PHARMACEUTICALS L TO, 0 
KACHIGAM, DAMAN, INDIA m 

JJ 
Laboratory: FPRC: MACLEODS 

. )> 
z PHARMACEUTICALS l TO, .-1 

KACHIGAM, DAMAN, INDIA (X) 

CONSULTING CHEMICAL c.. 
LABORATORIES {PlY) LTD, c 
ATLASVILLE, BOKSBURG, RSA ~ 
SABS COMMERCIAL (PlY) l TO m 

1\) 
PHARMACEUTICAL 0 
CHEMISTRY DEPARTMENT, ..... 

1\) 

GROENKLOOF, PRETORIA, 
RSA 

FPRR: MACLEODS 
PHARMACEUTICALS SA (PlY) 
LTD, WOODMEAD, SANDTON, 
RSA 

Shelf-life: 24months 

Date of registration: 20 APRIL2012 
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78 No. 35409 GOVERNMENT GAZETTE, 8 JUNE 2012 

*ADDITIONAL CONDITIONS OF REGISTRATION 

Due to the non discriminating nature of the dissolution method (2% SLS in water, at 100 fpm) used for 
release and stability testing of Efavirenz containing products, the following must be complied with: 

Develop an appropriate (discriminating} dissolution method for release and stability testing and 
submit for evaluation. 

As an interim measure, continue to use the current dissolution medium (2 % SLS in water, at 1 00 
rpm) for a maximum period of twelve months from the date of registration or until implementation 
of the new method, whichever is sooner. 

Provide periodic progress reports on the method development and data. 

** ADDffiONAL CONDITIONS OF REGISTRATION 

Develop an appropriate (discriminating) dissolution method for release and stability testing and 
submit for evaluation. · 

As an interim measure, continue to use the current dissolution medium (2% SLS in water, at 100 
rpm) for a maximum period of twelve months from the date of registration or until implementation 
of the new method, whichever is sooner. 

Provide periodic progress reports on the method development and data. 

A new bioequivalence study in support of the safety and efficacy of this product must be 

submitted within 12 months (by 03 February 2013). 




