
STAATSKOERANT, 28 OKTOBER 2011 

GENERAL NOTICE 

NOTICE 761 OF 2011 

MEDICINES CONTROL COUNCIL 

CONDITIONS OF REGISTRATION OF A MEDICINE IN TERMS OF THE PROVISIONS 
OF SECTION 15(7) OF ·rHE MEDICINES AND RELA'rED SUBSTANCES ACT,1965 

(ACT 101 OF 1965) 

No.34702 3 

1 . The applicant shall ensure that the medicine is manufactured and controlled in 
terms of the current Good Manufacturing Practices as determined by Council 

2. The manufacture of this medicine is subject to regular investigation and 
Inspections by the inspectors appointed in terms of Section 26 of thE;~ Act, to 
assess compliance with current Good Manufacturing Practices. 

3. The information in the package insert shall be updated on a regular basis to 
conform to the package Insert recently approved by Council. 

4. The applicant must comply with all the legal requirements of the Medicines and 
Related Substances Ad, 1965 (Act 101 of 1965). 

5. The registration of this . medicine shall be subject to review at Intervals as 
determined by Council regarding its quality, safety and efftcacy, and the 
registration of this medicine may be varied subject to issues Council may deem 
fit. 

6. The first two production batches must be fully validated in terms of the detailed 
process validation protocol submitted at the time of application for registration, 
and the validation report must be submitted within a month after completion of 
the validation. 

7. The product may be advertised to the professions only. 
8. The provisional shelf-life allocated must be confirmed with stability data over the 

full shelf-life period on the first two production batches (well-known API) or first 
three production batches (NCE) In accordance with the Stability Guideline. 
Stability testing submitted on any pilot batches must also be completed and 
reported on. The stability report must be submitted within six months after 
completion of the stability trial. However, Council has to be Informed immediately 
if any parameter shows a significant change or out-of-specification result during 
the stability trial. 

9. A post-registration inspection must be conducted on the first production batch 
manufactured by each local manufacturer. 

10. A post-registration inspection must be conducted on the first production batch of 
the Imported product. 

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

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

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

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



MRF 15 MRF15 MRF 15 

Regillllal.ion 07/17.3131 Registration number. 42/20.2.810001 Regillllal.ion 42120.2.8/0073 
number. rwmber. 

NI!IITle of medici!le: OTILAN Name of medicine: TRIPLAVAR Name of medicine: STRIDES EFAVIRENZ 200 mg 

Dosage form: DROPS Dosagefo!Tll: TABLET Dosage form: TABLET 

Active ingredients: EACH 1,0 ml SOLUTION Actl\le ingredients: EACH TABLET CONTAINS: Active Ingredients: EACH TABLET CONTAINS: 
CONTAINS: LAMIVUDINE 150,0 mg EFAVIRENZ 200,0 mg 
MICONAZOLE NITRATE 23.0 mg ZIDOVUDINE 300.0mg 
POLYMIXINB 5500,0 iu NEVI RAPINE 200,0 mg 
PREDNISOLONE ACETATE 
5,0mg 

Conditions at 1' 2, 3, 4, 5, 6. 7, 8 Conditions of 1, 2. 3, 4, 5, 6, 7 CondHions of 1, 2, 3, 4, 5, 6, 7, l.l 
regisbation: registration: registration: en 
Applicant CIPLA MEDPRO (PTY) LTD Applicant: CIPLA MEDPRO (PTY) LTD Applicant: STRIDES SA ~ 

PHARMACEUTICALS (PTY) LTD ~ 
Manufact1Jrer. STRIDES ARCOLAB L TO, 

en 
Manufacturer. CIPLA LTD. PALGHAR, THANE, Manufacturer: CIPLA L TO, (UNIT Ill), VERNA, A 

MAHARASHTRA, INDIA GOA, INDIA ANEKAL TALUK, BANGALORE, 0 
INDIA m 

ll 
Packer: CIPLA l TO, PALGHAR. THANE, Packer. CIPLA l TO, (UNIT Ill), VERNA, Packer: STRIDES ARCOLAB L TO, )> 

z MAHARASHTRA, INDIA GOA, INDIA ANEKAL TALUK, BANGALORE, .;-1 
INDIA 

1\) 

Laboralllry; FPRC: CIPLA L TO, PALGHAR. THANE, Laboralllry: CIPLA L TO, (UNIT Ill), VERNA, Laboralllry: FPRC: STRIDES ARCOLAB L TO, 
(l) 

MAHARASHTRA, INDIA FPRC: GOA, INDIA ANEKAL TALUK. BANGALORE, 0 
A 

INDIA d COLUMBIA 
PHARMACEUTICALS, BARDENE, OJ 
BOKSBURG m 
INSTITUTE FOR 

ll 
1\) 

PHARMACEUTICAL SERVICES, 0 
SILVERTONDALE, PRETORIA .... •.. 
NOVARTIS SA, SPARTAN, • 
KEMPTON PARK 

FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: STRIDES SA 
BELLVILLE BELLVILLE PHARMACEUTICALS. ARCADIA, 

PRETORIA 

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

Date of registration: 15 APRIL 2011 Date ol registration: 15 APRIL 2011 Dille of 15 APRIL 2011 
regialnltion: 

z 
p 
(,U 
~ 
'>I 
0 
1\) 

"' 
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MRF 15 MRF15 MRF 15 to) 
~ 

Registration 
"-.1 

Reglstmtion 42120.2.810074 Regis1ra!ion number: 42121.3/0670 42121.310671 0 
number: number: 1\l 

Name of medicine: STRIDES EFAVIRENZ 600 mg Name of medicine: SYNTHROID 25 J.Lg Name of medicine: SYNTHROID 50 J.Lg 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
EFAVIRENZ 600,0 mg LEVOTHYROXINE SODIUM 25,0 J,!g LEVOTHYROXINE SODIUM 

50,0 J.Lg 

Cond~ions of 1, 2, 3, 4, 5, 6, 7, B Cond~ions of 1,2,3,4,5,6, 7, 8 Conditions of 1.2,3,4, 5, 6, 7, 8 
regis1ration: registration: registration: Q 
Applicant: STRIDES SA Applicant: ABBOTT LABORATORIES SA (PTY) Applicant: ABBOTT LABORATORIES SA 0 

PHARMACEUTICALS (PlY) LTD LTD (PTY) LTD < m 
Manufecturer: STRIDES ARCOLAB LTD, ManufBCturer: ABBOTT LABORATORIES, JAYUYA, Manufacturer: ABBOTT LABORATORIES, ll z 

ANEKAL TALUK, BANGALORE, PUERTO RICO JAYUYA, PUERTO RICO s:: 
INDIA m z 

Packer. STRIDES ARCOLAB LTD, Packer. ABBOTT LABORATORIES, JAYUYA, Packer: ABBOTT LABORATORIES, -j 

ANEKAL TALUK, BANGALORE, PUERTO RICO JAYUYA, PUERTO RICO Q 
INDIA )> 

N 
LaboraiOI}': FPRC: STRIDES ARCOLAB LTD, Laboratory: ABBOTT LABORATORIES, JAYUYA, Laboratory: FPRC: ABBOTT LABORATORIES, m 

ANEKAL TALUK, BANGALORE, FPRC: PUERTO RICO JAYUYA, PUERTO RICO ~ 
INDIA ABBOTT LABORATORIES, NORTH ABBOTT LABORATORIES, rn 
COLUMBIA CHICAGO, ILLINOIS, USA NORTH CHICAGO, ILLINOIS, USA 1\l 
PHARMACEUTICALS, Cll 

BARDENE,BOKSBURG 0 
INSTITUTE FOR () 

PHARMACEUTICAL SERVICES, d SILVERTONDALE, PRETORIA tD 
NOV ARTIS SA, SPARTAN, m 
KEMPTON PARK ll 

FPRR: STRIDES SA FPRCIFPRR: ABBOTT LABORATORIES SA, FPRCIFPRR: ABBOTT LA BORA TORIES SA, 
1\l 
0 

PHARMACEUTICALS, ARCADIA, CONSTANTIA KLOOF, CONSTANTIA KLOOF, 
PRETORIA JOHANNESBURG JOHANNESBURG 

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

Date of regislrafion: 15 APRIL 2011 Date of regi51ration: 15 APRIL 2011 Date of regi51ration: 15 APRIL 2011 



MRF 15 MRF15 

Registration 42121.310672 Registration number: 42121. 3100 73 Registration number. 42121.3/0674 
number: 

Name of SYNTHROID 75 jlg Name of medicine: SYNTHROID 88 jlg Name of medicine: SYNTHROID 100 jlg 
medicine: 

Dosage form: TABLET Dosage form: TABLET Dosage fr:>rm: TABLET 

Adlve EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ingredients: LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM 100,0 

75,0 jlg 88,0 jlg jlg 

Cr:>nditlr:>nsof 1,2,3,4,5,6, 7,8 Cond~ions or registration: 1' 2, J, 4, 5, 6, 7, 8 Conditions or 1. 2, 3,4, 5, 6, 7, 8 
ragistralir:>n: regislralicm: 

Applicant; ABBOTT LABORATORIES SA A pplic:ant: ABBOTT LABORATORIES SA AppliCant: ABBOTT LABORATORIES SA (PTY) en 
(PTY)LID (PTY) LTD LTD ~ ... 

Manufacturer: ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, JAYUYA, ~ 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO PUERTO RICO (/) 

Packer: ABBOTT LABORATORIES, Packer: Packer: ABBOTT LABORATORIES, JAYUYA, 
A 

ABBOTT LABORATORIES, 0 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO PUERTO RICO m 

JJ 
Laboralo!y: ABBOTT LA BORA TORIES, l..liboo!dory; ABBOTT LABORATORIES, L.aboralory: FPRC: ABBOTT LABORATORIES, JAYUYA, > 
FPRC: JAYUYA, PUERTO RICO FPRC: JAYUYA, PUERTO RICO PUERTO RICO z 

ABBOTT LABORATORIES, ABBOTT LABORATORIES, ABBOTT LABORATORIES. NORTH .-i 

NORTH CHICAGO, ILLINOIS, NORTH CHICAGO, ILLINOIS, CHICAGO, ILLINOIS, USA 1\l 
00 

USA USA 0 
FPRCIFPRR: ABBOTT LABORATORIES FPRCIFPRR: ABBOTT LABORATORIES SA, FPRCIFPRR: ABBOTT LABORATORIES SA, A 

SA, CONSTANTIA KLOOF. CONSTANTIA KLOOF, CONSTANTIA KLOOF, a 
JOHANNESBURG JOHANNESBURG JOHANNESBURG Ill 

m 
Shelf.lile; 24 months (Provisional) Shelf-life: 24 months {Provisional) Shelf-life: 24 months (Provisional) JJ 

Dale of 15 APRIL 2011 Data of reglstlllllion: 15 APRIL 2011 Date of registration: 15 APRIL 2011 
1\l 
0 

regisllllllion: ..... 
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Registration number: 42/21.310675 Registration number: 42121.3/0676 Registration number: 42121.3/0677 " 0 
1\) 

Name or medicine: SYNTHROID 112 )!g Neme of medicine: SYNTHROID 125 )!g Name of medicine: SYNTHROID 137 )!g 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM LEVOTHYROXINE SODIUM 
112,0)!g 125,0 )!g 137,0 )!g 

Conditions or I<!Qistration: 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 

App~cant: ABBOTT LABORATORIES SA Applicant: ABBOTT LABORATORIES Applicant ABBOTT LAB ORA TORIES G> 
(PTY) LTD SA(PTY) LTD SA(PTY) LTD 0 

Manufacturer: ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, Manufacturer: ABBOTT LABORATORIES, < m 
JAYUY A, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JJ z 

Packer: ABBOTT LABORATORIES, Packer: ABBOTT LABORATORIES, Packer: ABBOTT LABORATORIES, s: 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO m 

ABBOTT LABORATORIES, z 
Laboratory: FPRC: ABBOTT LABORATORIES, Laboratory: FPRC: ABBOTT LABORATORIES, laboratory: FPRC: JAYUYA, PUERTO RICO -1 

JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO ABBOTT LABORATORIES, G> 
ABBOTT LABORATORIES, ABBOTT LABORATORIES, NORTH CHICAGO, 

)> 

NORTH CHICAGO, ILLINOIS, NORTH CHICAGO, N 
ILLINOIS, USA m 

USA ILLINOIS, USA -1 
-1 

FPRCIFPRR: ABBOTT LABORATORIES 
!Tl 

FPRCIFPRR: ABBOTT LABORATORIES SA, FPRCIFPRR: ABBOTT LABORATORIES 1\) 
CONSTANTIA KLOOF, SA, CONSTANTIA KLOOF, SA, CONSTANTIA KLOOF, Q) 

JOHANNESBURG JOHANNESBURG JOHANNESBURG 0 
Shelf-lite: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

() 
-1 

Dele of registration: 15 APRIL 2011 Dele of r<!Qistralion: 15 APRIL2011 Dele of registration: 15 APRIL 2011 
0 
lD 
m 
JJ 
1\) 
0 .... 



MRF 15 MRF 15 

Regllllrotion number: 42121.310678 Regis!ration I1<JIT1bec 42121.3/0679 Regi6lrS!Ion number: 42/21_3/0080 

Name of medicine: SYNTHROID 150 Jig Name of medicine: SYNTHROID 1751J.g Name of medicine: SYNTHROID 200 Jig 

D<l$age lolm: TABLET Do&agefomr TABLET Doe age form: TABLET 

A<:l!ve ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOTHYROXINE LEVOTHYROX!NE SODIUM LEVOTHYROXINE SODIUM 
SODIUM 150,0 J.l.g 175,0 Jig 200,0 IJg 

Conditions of regisltation: 1,2,3,4,5,6, 7,8 Conditions ol registmtion: 1, 2, 3, 4, 5, 6, 7, B Cooditlons or registration: 1, 2, 3, 4, 5, 6, 7, B 

Applicant: ABBOTT LABORATORIES Appfi<:ant ABBOTT LABORATORIES SA AppUcant ABBOTT LABORATORIES SA 
SA(PTY) LTD (PTY} LTD (PTY} LTD 

ManufiiCil.l1lf: ABBOTT LABORATORIES, Manufac!urer: ABBOTT LABORATORIES, Manufacturer. ABBOTT LABORATORIES, en 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO ~ 

Packer. ABBOTT LABORATORIES, Packec ABBOTT LABORATORIES. Pad<ec . ABBOTT LABORATORIES, ~ JAYUYA, PUERTO RICO JAYUYA. PUERTO RICO JAYUYA, PUERTO RICO A 
laboratory: FPRC: ABBOTT LABORATORIES, Lab<>n!!ory. FPRC: ABBOTT LABORATORIES, Lab<lr.m.y: FPRC: ABBOTT LABORATORIES, 0 

m 
JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JAYUYA, PUERTO RICO JJ 
ABBOTT LABORATORIES. ABBOTT LABORATORIES, ABBOTT LABORATORIES. )> 

NORTH CHICAGO, NORTH CHICAGO, ILLINOIS, NORTH CHICAGO, ILLINOIS, z 
ILLINOIS, USA USA USA .:-1 

1\) 

FPRCIFPRR: ABBOTT LABORATORIES Ff'RCIFF'RR: ABBOTT LABORATORIES FPRCIFPRR ABBOTT LABORATORIES SA, OJ 

CONSTANTIA KLOOF, SA, CONSTANTIA KLOOF, CONSTANTIA KlOOF, 0 
JOHANNESBURG JOHANNESBURG JOHANNESBURG A 

-1 
Sllell'-lh: 24 months (Provisional) ~: 24 months (Provisional) Shell-lh: 24 months (Provisional) 0 

OJ 
m 

Cal$ of negio;ltation: 15 APRIL 2011 Data of n;gis!ration: 15 APRIL 2011 Date of registration: 15 APRIL 2011 JJ 
1\) 
0 .... 
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MRF 15 MRF15 Ul 

"" Registration number: 42121.3/0681 Registration number: 42120.2.810884 Registration number: 42115.411 006 -..! 
0 

Name of medicine: Name of medicine: STRIDES-STAVUDINE 30 mg & Name of medicine: NEVANAC 
1\) 

SYNTHROID 300 j.!.g 
LAMIVUDINE 150 mg & 
NEVIRAPINE 200 mg 

Dosage form: TABLET Dosage form: TABLET Dosage form: EYE DROPS 

Aclille ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0ml 
LEVOTHYROXINE SODIUM STAVUDINE 30,0mg SUSPENSION 

300.0 j.l.g LAMIVUDINE 150,0 mg CONTAINS: 
NEVIRAPINE 200,0 mg NEPAFENAC 1.0 mg 

Conditions of registration: 1.2,3,4,5,6, 7,8 Conditions of 1, 2, 3, 4, 5, 6, 7 Conditions of 1, 2; 3, 4, 5, 6, 7 
(j) 
0 

registration: registration: < m 
Applicant: ABBOTT LABORATORIES Applicant: STRIDES SA Applicant: ALCON LABORATORIES Jl 

SA(PTY)LTD PHARMACEUTICALS (PTY) L TO (PTY)LTD z 
s::: 

Manufacturer: ABBOTT LABORATORIES. Manufacturer: STRIDES ARCOLAB LTD, Manufacturer: S.A. ALCON COUVREUR m 
JAYUYA, PUERTO RICO ANEKAL TALUK, BANGALORE, N.V., PUURS, BELGIUM z 

~ 
INDIA 

(j) 
Packer: ABBOTT LABORATORIES, Packer: STRIDES ARCOLAB L TO, Packer: SA ALCON COUVREUR f:j 

JA YUYA, PUERTO RICO ANEKAL TALUK, BANGALORE, N.V ..• PUURS, BELGIUM m 
INDIA :::j 

Laboratory: FPRC : ABBOTT LABORATORIES, Laboratory: FPRC: STRIDES ARCOLAB LTD, Laboratory: FPRC S.A.,ALCON COUVREUR JT1 
JAYUYA, PUERTO RICO ANEKAL TALUK. BANGALORE, N.V .. PUURS, BELGIUM 1\) 

ABBOTT LABORATORIES, INDIA RESEARCH INSTITUTE co 
NORTH CHICAGO, ILLINOIS, COLUMBIA FOR INDUSTRIAL 0 
USA PHARMACEUTICALS, PHARMACY, NORTH () 

BARDENE,BOKSBURG WEST UNIVERSITY, a POTCHEFSTROOM m • m 
FPRCIFPRR: ABBOTT LABORATORIES STRIDES SA FPRR: ALCON LABORATORIES Jl 

SA, CONSTANTIA KLOOF, FPRR PHARMACEUTIGALS, ARCADIA, (SA), BRYANSTON, 1\) 
JOHANNESBURG PRETORIA JOHANNESBURG ~ ..... 

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

Date of registration: 15APRIL2011 Date of registration: 15 APRIL 2011 Dale of registration: 15 APRIL 2011 



MRF15 MRF15 lARF15 

Registration number: 4217.51105(] Registration number: 4217.511051 Registration number: 4217.5/1052 

Name of medicine: ATORVASTATIN UNICORN 10 Name of medic:ine: ATORVASTATIN UNICORN 20 Name of medicine: ATORVASTATIN UNICORN 40 

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

Active ingredients: EACH TABLET CONTAINS: - Active ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS: 
ATORVASTATIN 10,0 mg ATORVASTATIN 20,0 mg ATORVASTATIN 40,0mg 

Cond~ions of registration: 1, 2, 3, 4, 5, 6, 7 Cond~ions of registration: 1, 2, 3, 4, 5, 6, 7 Cond~ions of registration: 1' 2, 3, 4, 5, 6, 7 

Applicant: PHARMACIA SOUTH AFRICA Applicant PHARMACIA SOUTH AFRlCA Applicant: PHARMACIA SOUTH AFRICA 
(PTY) LTD (PTY)LTD (PlY) LTD 

Manufacturer: GODECKE GmbH, FREIBURG, Manufacturer: GODECKE GmbH, FREIBURG, Manufacturer: GODECKE GmbH, FREIBURG, 
GERMANY GERMANY GERMANY 
PFIZER PHARMACEUTICALS LLC, PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS 
VEGA BAJA, PUERTO RICO UC, VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO (JJ 
PFIZER IRELAND RICO RICO 

~ PHARMACEUTICALS, PFIZER IRELAND PFIZER IRELAND 
RINGASKIDDY COUNTY CORK, PHARMACEUTICALS, PHARMACEUTICALS, :; 
IRELAND RINGASKIDDY COUNTY RINGASKIDDY COUNTY (JJ 

CORK, IRELAND CORK, IRELAND ::'\ 

GODECKE GmbH, FREIBURG, GODECKE GmbH, FREIBURG, 
0 

Packer: Packer: GODECKE GmbH, FREIBURG, Packer: m 
GERMANYPFIZER GERMANY GERMANY JJ 
PHARMACEUTICALS LLC, VEGA PFIZER PHARMACEUTICALS PFIZER PHARMACEUTICALS )> 
BAJA, PUERTO RICO UC, VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO z 

RICO RICO _-I 

Laboratory: FPRC: GODECKE GmbH, FREIBURG, Laboratory: FPRC GODECKE GmbH, FREIBURG, Laboratory:FPRC GODECKE GmbH, FREIBURG, 
1\) 
Ol 

GERMANY GERMANY GERMANY 0 PFIZER PHARMACEUTICALS LLC, PFIZER PHARMACEUTICALS PFIZER PHARMACEUTlCALS ::'\ VEGA BAJA, PUERTO RICO LLC, VEGA BAJA, PUERTO LLC, VEGA BAJA, PUERTO d PFIZER LABORATORIES, RICO RICO 
RETREAT, CAPE TOWN PFIZER LABORATORIES, PFIZER LABORATORIES, lD 
CONSULTING CHEMICAl RETREAT, CAPE TOWN RETREAT. CAPE TOWN m 
LABORATORIES, A TLASVILLE, CONSULTING CHEMICAL CONSULTING CHEMICAl JJ 
BOKSBURG LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVlUE, 1\) 
SASS PHARMACEUTICAL BOI<SSURG BOKSBURG 0 
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SABSPHARMACEUTICAL 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, 
M&LLA80RATORY SERVICES, GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA 
LIMBRO BUSINESS PARK. M&L lABORATORY M&L LABORATORY 
SANDT ON SERVICES, LIMBRO SERVICES, LIMBRO 
LABORATORY & BIOLoGICAL BUSINESS PARK, SANDTON BUSINESS PARK, SANDTON 
SERVICES, BRACKENHURST, LABORATORY & BIOLOGICAL LABORATORY & BIOLOGICAL 
ALBERTON SERVICES, BRACKENHURST, SERVICES, BRACKENHURST, 

ALBERTON AlBERTON 

FPRR: PHARMACIA SA, SANDTON, FPRR: PHARMACIA SA, SANDTON, FPRR PHARMACIA SA, SANDTON, 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

Shelf-life: 36 mcniiTs Shelf-life: 36 mcniiTs Shelf-life: 36months 

z 
Date of registration: 15 APRIL 2011 Dale of registralion: 15 APRIL 2011 Date of registration: 15 APRIL 2011 ~ 
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Regilllndion number: 4212.6.5/1074 Regisltallon number: 4212.6.5/1075 Regislrallon number: 4212.6.511076 
+>-..... 
0 

Name of medicine: DRL-QUETIAPINE 25 Name of medicine: DRL-QUETIAPINE 100 Name of medicine: DRL-QUETIAPINE 200 N 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredienls: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE 
EQUIVALENT TO EQUIVALENT TO EQUIVALENT TO 
QUETIAPINE 25,0 mg QUETIAPINE 100,0mg QUETIAPINE 200,0mg 

Condftions of registrstlon: 1,2,3,4,5,6,7 Condftions of registration: 1,2,3,4,5,6, 7 Condftions or regllllndion: 1,2,3,4,5,6, 7 

Apptlcanl: DR REDDY'S Applicant: DR REDDY'S Applicant: DR REDDY'S LABORATORIES G) 

LABORATORIES (PTY} LTD LABORATORIES (PTY} LTD (PTY} LTD 0 
< 

Manufacturer: DR REDDY'S Manufacturer: DR REDDY'S Manufacturer: DR REDDY'S LABORATORIES m 
:c 

LABORATORIES LTD, LABORATORIES LTD, LTD,QUTHUBULLAPUR z 
QUTHUBULLAPUR MANOAL, QUTHUBULLAPUR MANDAL, RANGA REDDY, :s:: 
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY. ANDHRA PRADESH, INDIA m 
PRADESH, INDIA ANDHRA PRADESH, INDIA z 

-l 
Packer: DR REDDY'S Packer: DR REDDY'S Packer. DR REDDY'S LABORATORIES G) 

LABORATORIES LTD, LABORATORIES LTD, LTD,QUTHUBULLAPUR )> 

QUTHUBULLAPUR MANOAL, QUTHUBULLAPUR MANDAL, RANGA REDDY, N 
m 

RANGA REDDY, ANDHRA MANOAL, RANGA REDDY. ANDHRA PRADESH, INDIA :l PRADESH, INDIA ANDHRA PRADESH, INDIA 
.m 

Laboralory; FPRC: DR REDDY'S Laboralory: FPRC: OR REDDY'S Laboralory: FP RC: DR REDDY'S LABORATORIES N 
LABORATORIES LTD. LABORATORIES L TO, LTD, QUTHUBULLAPUR 0) 

QUTHUBULLAPUR MANDAL, QUTHUBULLAPUR MANDAL, RANGA REDDY, 0 
RANGA REDDY, ANDHRA MANDAL, RANGA REDDY, ANDHRA PRADESH, iNDIA 0 
PRADESH, INDIA ANDHRA PRADESH, INDIA RESEARCH INSTITUTE FOR a RESEARCH INSTITUTE FOR RESEARCH INSTITUTE INDUSTRIAL PHARMACY, Ill 
INDUSTRIAL PHARMACY, FOR INDUSTRIAL NORTH-WEST UNIVERSITY, m 
NORTH-WEST UNIVERSITY, PHARMACY, NORTH-WEST POTCHEFSTROOM :c 
POTCHEFSTROOM UNIVERSITY, N 

POTCHEFSTROOM 0 ...... 

FPRR: DR REDDY'S FPRR: DR REDDY'S FPRR: DR REDDY'S 
LABORATORIES, LABORATORIES, LABORATORIES. 
MURRAYFIELD, PRETORIA MURRAYFIELD, PRETORIA MURRA YFIELD, PRETORIA 

Shelf-life: 24 months Shell-life: 24 months Shell-life: 24 months 

Dale of regilltrstlon: 15 APRIL 2011 Dale of registration: 15 APRIL 2011 Date of regisllalion: 15 APRIL 2011 



MRF 15 MRF15 

Regilltreltion number. 42/2.6.511077 Registration number: 4312.6.5/0069 Registration number: 4312.6.510070 

Name ol medicine: DRL..QUETIAPINE 300 Name ol medicine: OLEANZ RAPITAB 5 Name of medicine: OLEANZ RAPITAB 10 

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

Active ingredients: EACH TABLET CONTAINS: AciMJ ingredients: EACH TABLET CONTAINS: Adive ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE OLANZAPINE 5,0 mg OLANZAPINE 10,0 mg 
EQUIVALENT TO 
QUETIAPINE 300,0 mg 

Conditions of registration: 1,2,3,4,5,6,7 C:lndllions ol registration: 1, 2. 3, 4, 5, 6, 7, 8 Condllions of registration: 1,2,3,4,5,6, 7,8 

Applicant: DR REDDY'S Applicant: PHARMAPLAN (PTY) LTD Applicant: PHARMAPLAN (PTY) LTD 
LABORATORIES (PTY) LTD 

(/) 
Manufacturer: DR REDDY'S Manufacturer: SUN PHARMACEUTICAL M anufadu rer: SUN PHARMACEUTICAL ~ LABORATORIES LTD. INDUSTRIES LTD, HALOL, INDUSTRIES LTD, HALOL, 

~ QUTHUBULLAPUR MANDAL, PANCHMAHAL. GUJARAT, PANCHMAHAL, GUJARAT, 
RANGA REDDY, ANDHRA INDIA INDIA (/) 

PRADESH. INDIA "' 0 
Packer: DR REDDY'S Packer: SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL m 

:D 
LABORATORIES LTD. INDUSTRIES LTD, HALOL, INDUSTRIES LTD, HALOL, )> 
QUTHUBULLAPUR MANDAL, PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT, z 
RANGA REDDY, ANDHRA INDIA INDIA .-1 
PRADESH, INDIA "' CD 

l..aboralory. FPRC: DR REDDY'S Laboratory: FPRC: SUN PHARMACEUTICAL Laboramry: FPRC: SUN PHARMACEUTICAL 0 
LABORATORIES LTD, INDUSTRIES LTD, HALOL, INDUSTRIES LTD, HALOL, q 
QUTHUBULLAPUR MANDAL, PANCHMAHAL. GUJARAT, PANCHMAHAL, GUJARAT, 0 RANGA REDDY, ANDHRA INDIA INDIA Ill 
PRADESH, INDIA CONSULTING CHEMICAL CONSULTING CHEMICAL m 
RESEARCHINST~FOR LABORATORIES, LABORATORIES, :D 
INDUSTRIAL PHARMACY, A TLASVILLE, BOKSBURG ATLASVILLE, BOKSBURG ~ NORTH-WEST UNIVERSITY, ... 
POTCHEFSTROOU ... 

FPRR: DR REDDY'S FPRR: PHARMAPLAN, MIDRAND, FPRR: PHARMAPLAN, MIDRAND, 
LABORATORIES, RSA RSA 
MURRAYFIELD, PRETORIA 

SheiJ-Iifa: 24monlhs Shelf.llfa: 24 months (Provisional) Shelf.UI'e: 24 monthS (Provisional) 

Date ol regiattlltion: 15APRIL2011 Dille of regislralion: 15 APRIL 2011 Dsllll of registration: 15 APRIL 2011 



... ,. 
z 

MRF 15 MRF15 MRF 15 
!l 
c.:l 

"" Registndion number: 43/2.6.510429 Registration number. 4312.6.510430 Registration number. 4312.6.5/0431 ....... 
0 

Name of medicine: DOPAQUEL25 Name of medicine: DOPAQUEL 100 Name of medicine: DOPAQUEL 200 
N 

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

• Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE 
EQUIVALENT TO EQUIVALENT TO EQUIVALENT TO 
QUETIAPINE 25,0mg QUETIAPINE 100,0 mg QUETIAPINE 200,0 mg 

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

(j) 
Applicant: DR REDDY'S LABORATORIES Applicant DR REDDY'S Applicant: DR REDDY'S LABORATORIES (PTY) 0 

(PTY) LTD LABORATORIES (PTY) LTD LTD < m 
Manufacturer: DR REDDY'S LABORATORIES Manufacturer. DR REDDY'S Manufacturer: DR REDDY'S LABORATORIES LTD, lJ 

z 
LTD,QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA ~ 
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA m 
ANDHRA PRADESH, INDIA MANDAL, RANGA REDDY, z 

ANDHRA PRADESH, INDIA -1 

Packer. DR REDDY'S LABORATORIES Packer. DR REDDY'S DR REDDY'S LABORATORIES LTD, 
(j) 

Packer. :l> 
LTD,QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA N 
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA m 
ANDHRA PRADESH, INDIA MANDAL, RANGA REDDY, ORA PHARMACEUTICALS, IRENE. =I 
ORA PHARMACEUTICALS, ANDHRA PRADESH, INDIA CENlURION .!TI 
IRENE, CENTURION ORA PHARMACEUTICALS, N 

IRENE, CENTURION (I) 

Laboratory: FPRC DR REDDY'S lABORATORIES Laboratory: FPRC: DR REDDY'S Laboratory: FPRC: DR REDDY'S LABORATORIES LTD, 
0 
0 

LTD, QUTHUBULLAPUR LABORATORIES LTD, QUTHUBULLAPUR MANDAL, RANGA -1 
MANDAL, RANGA REDDY, QUTHUBULLAPUR REDDY, ANDHRA PRADESH, INDIA 0 
ANDHRA PRADESH, INDIA MANDAL, RANGA REDDY, RESEARCH INSTITUTE FOR m 

m 
RESEARCH INSTITUTE FOR ANDHRA PRADESH, INDIA INDUSTRIAL PHARMACY, NORTH- lJ 
INDUSTRIAL PHARMACY, RESEARCH INSTITUTE WEST UNIVERSITY, N 
NORTH-WEST UNIVERSITY, FOR INDUSTRIAL POTCHEFSTROOM 0 ..... 
POTCHEFSTROOM PHARMACY, NORTH-WEST 

UNIVERSITY, 
POlCHEFSTROOM 

FPRR: DR REDDY'S lABORATORIES, DR REDDY'S FPRR: DR REDDY'S LABORATORIES, 
MURRA YFIELD, PRETORIA FPRR: lABORATORIES, MURRAYFIELO, PRETORIA 

MURRAYFIELD, PRETORIA 

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

Date of registration: 15APRIL2011 Date of regislralion: 15 APRIL 2011 Date of regislnlltion: 15 APRIL 2011 



MRF 15 MRF15 

Registration number: 4312.6.5/0432 Registration number: 

Name or medicine: DOPAQUEL 300 Name or medicine: 

Dosage form: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 

QUETIAPINE FUMARATE 
EQUNALENT TO 
QUETIAPINE 300,0mg 

Condnions or registration: 1, 2, 3, 4, 5, 6, 7 Conditions or registration: 

Applicant: DR REDDY'S LABORATORIES Applicant: 

(PTY) LtD 

Manufacturer: DR REDDY'S LAB ORA TORIES Manufacturer: 

LTD,QUTHUBULLAPUR 
MANDAL, RANGA REDDY, 
ANDHRA PRADESH, INDIA 

Packer: DR REDDY'S LABORATORIES Packer: 
LTD,QUTHUBULLAPUR 
MANDAL, RANGA REDDY, 
ANDHRA PRADESH, INDIA 
ORA PHARMACEUTICALS, 
IRENE, CENTURION 

Laboratory: FPRC: DR REDDY'S LABORATORIES Laboratory: FPRC: 
LTD, QUTHUBULLAPUR 
MANDAL, RANGA REDDY, 
ANDHRA PRADESH, INDIA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
NORTH-WEST UNIVERSITY, 
POTCHEFSTROOM 

FPRR: DR REDDY'S LABORATORIES, FPRR: 

MURRAYFIELD, PRETORIA 

Shelf-fife: 24 months Shelf-life: 

Dale or reglstrelion: 15 APRIL 2011 Data or registration: 

MRF 15 

43120.1.1/0758 Registration number: 

NOVAPIME 500 mg Name of medicine: 

INJECTION Dosage form: 

EACH VIAL CONTAINS: Active ingredients: 

CEFEPIME HYDROCHLORIDE 
EQUIVALENT TO 
CEFEPIME 500,0 mg 

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

PHARMA DY~MICS (PTY) L TO Applicant: 

LUPIN LTD, MANDIDEEP, Manufacturer: 

RAISEN, INDIA 

LUPIN LTD, MANDIDEEP, Packer: 
RAISEN, INDIA 

LUPIN LTD, MANDIDEEP, Laboratory: FPRC: 

RAISEN, INDIA 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE, 
BOKSBURG 

PHARMA DYNAMICS, FPRR: 

SILVERWOOD, WESTLAKE 

24 months (Provisional) Shelf-lite: 

15 APRIL 2011 Date or negistretion: 

43120.1.1/0759 

NOVAPIME 1 g 

INJECTION 

EACH VIAL CONTAINS: 
CEFEPIME HYDROCHLORIDE 
EQUIVALENT TO 
CEFEPIME 1,0 g 

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

PHA~ DYNAMICS (PTY) L TO 

' • 
LUPIN LTD, MANDIDEEP, RAISEN, 
INDIA 

LUPIN LTD, MANDIDEEP, RAISEN, 
INDIA 

LUPIN LTD, MANDIDEEP, RAISEN, 
INDIA 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE, 
BOKSBURG 

PHARMA DYNAMICS, SILVERWOOD, 
WESTLAKE 

24 months (Provisional) 

15 APRIL 2011 
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MRF 15 MRF15 MRF 15 (o) 
.j>. 

Registration number: 43120.1.1/0760 Registration number: 44/20.2.8/0835 Registration number: 44120.2.810836 -...1 
0 

Name of medicine: NOVAPIME 2g Name of medicine: ADCO-EMTEVIR Name of medicine: TEMECIT 
1\) 

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

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
CEFEPIME HYDROCHLORIDE EMTRICITABINE 200,0 mg EMTRICITABINE 200,0 mg 
EQUIVALENT TO TENOFOVIR DISOPROXIL TENOFOVIR DISOPROXIL 
CEFEPIME 2,0 g FUMARATE 300,0 mg FUMARATE 300,0 mg 

Cond~ions 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 

App~cant: PHARMA DYNAMICS (PTY) LTD Applicant: ADCOCK INGRAM LIMITED Applicant: ADCOCK INGRAM LIMITED G) 
0 

Manufacturer: LUPIN LTD, MANDIDEEP, Manufacturer: HETERO DRUG LTD, Manufacturer: HETERO DRUG LTD, < m RAISEN, INDIA JEEDIMETLA, HYDERABAD, JEEDIMETLA, HYDERABAD, JJ 
INDIA INDIA z 
ADCOCK INGRAM ADCOCK INGRAM s: 
HEAL THCARE, WADEVILLE, HEAL THCARE. WADEVILLE, m 
GERMISTON GERMISTON z 

-1 
Packer: LUPIN LTD, MANDIDEEP, Packer: HETERO DRUG L TO, Packer: HETERO DRUG L TO, G) 

RAISEN, INDIA JEEDIMETLA, HYDERABAD, JEEDIMETLA, HYDERABAD, )> 

INDIA INDIA N 
m 

ADCOCK INGRAM ADCOCK INGRAM -1 
HEALTHCARE, WADEVILLE. HEAL THCARE, WADEVILLE, -1 
GERMISTON GERMISTON lTI 

1\) 
Laboratory: FPRC: LUPIN LTD, MANDIDEEP, Laboratoly: HETERO DRUG L TO, Laboratory: FPRC HETERO DRUG LTD, CD 

RAISEN, INDIA FPRC: JEEDIMETLA, HYDERABAD, JEEDIMETLA, HYDERABAD, 0 
CONSULTING CHEMICAL INDIA INDIA () 

LABORATORIES, ATLASVILLE, ADCOCK INGRAM ADCOCK INGRAM d BOKSBURG HEAL THCARE, WADEVILLE, HEAL THCARE, WADEVILLE, (ll 
GERMISTON GERMISTON m 

JJ 
FPRR: PHARMA DYNAMICS, FPRCIFPRR: ADCOCK INGRAM L TO, FPRC/FPRR: ADCOCK INGRAM LTD, 1\) 

SILVERWOOD, WESTLAKE AEROTON,JOHANNESBURG AEROTON, 0 
JOHANNESBURG 

..... 

SheH-Iife: 24 months (Provisional) FPRR: ADCOCK INGRAM FPRR: 
ADCOCK INGRAM L TO, 
ERAND GARDENS, 

LTD, ERAND MIDRAND 
GARDENS, MIDRAND 

Date of registration: 15APRIL2011 Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) 

Dale of registration: 15 APRIL 2011 Dale of registration: 15 APRIL 2011 



MRF15 MRF15 

Reglslnilllon number. 44120.2.810837 Regislration number: 08/3.1.21012 Reglstra!ion number. 0813.1.2/013 

Name of medicine: TENOBINE Name of medk:ine: METACAM 5 mglml FOR Name of medicine: METACAM 15 mglml FOR 
DOGS AND CATS HORSES 

Do6age form: TABLET D~form: INJECTION Dosage form: SUSPENSION 

Active ingtlldients: EACH TABLET CONTAINS: Adiv<o ingnadients: EACH 1,0 ml SOLUTION Active ingtlldients: EACH 1,0 ml SUSPENSION 
EMTRICITABINE 200,0mg CONTAINS: CONTAINS: 
TENOFOVIR DISOPROXIL MELOXICAM 5,0 mg MELOXICAM 15,0 mg 
FUMARATE 300,0mg 

Conditions of 1, 2, 3, 4, 5, 6, 7, 8 Conditions of 1' 2, 3, 4, 5, 6, 7 Conditions of 1' 2, 3, 4, 5, 6, 7 
registrallon: rsgistratlon: rsgistralion: 

Applicant: ADCOCK INGRAM LIMITED Applicant INGELHEIM Applicant: INGELHEIM (J) 

PHARMACEUTICALS PHARMACEUTICALS (PTY) LTD ~ (PTY) LTD 
~ 

Memufacturer: HETERO DRUG LTD, Manufadurer: LAB lANA LIFE SCIENCES Manufacturer: BOEHRINGER INGELHEIM rn 
METLA, HYDERABAD, INDIA SA, LES FONTS DE VETMEDICA, ELWOOD, ,; 
ADCOCK INGRAM TERRASSA, KANSAS, USA 0 

m 
HEAL THCARE. WADEVILLE, BARCELONA, SPAIN JJ 
GERMISTON )> 

z 
Packer: HETERO DRUG LTD, PIICI<er. LABIANA LIFE SCIENCES PIICI<er: BOEHRINGER INGELHEIM :-1 

JEEDIMETLA, HYDERABAD. SA, LES FONTS DE VETMEDICA, ELWOOD, 1\:) 

INDIA TERRASSA, KANSAS, USA (X) 

ADCOCK INGRAM BARCELONA, SPAIN BOEHRINGER INGELHEIM 0 
HEAL THCARE, WADEVILLE, VETMEDICA, ST JOSEPH, 

~ GERMISTON MISSOURI, USA 

L.aboratory: HETERO DRUG LTD, Labotatory: LABIANA LIFE SCIENCES Laborlllory: BOEHRINGER INGELHEIM liJ 
m 

FPRC: JEEDIMETLA, HYDERABAD, FPRC: SA, LES FONTS DE FPRC: VETMEDICA, ELWOOD, JJ 
INDIA TERRASSA, KANSAS, USA 1\:) 

ADCOCK INGRAM BARCELONA, SPAIN WINTHROP 0 ...... 
HEALTHCARE, WADEVILLE, WINTHROP PHARMACEUTICALS, ...... 
GERMISTON PHARMACEUTICALS, WALTLOO, PRETORIA 

WAL TLOO, PRETORIA 

FPRCIFPRR: ADCOCK INGRAM LTD, FPRR: INGELHEIM FPRR: INGELHEIM 
AERO TON, PHARMACEUTICALS, PHARMACEUTICALS, 
JOHANNESBURG FERNDALE,RANDBURG FERNDALE,RANDBURG 

FPRR: ADCOCK INGRAM LTD, Shell-life: 36 months Shall-life: 36 months 
ERAND GARDENS, 
MIDRAND 

Shell-life: 24 months (Provisional) Dlllte of regilltnlllon: 03 Jme 2011 Dlllte of rsgislration: 03 June2011 
z 

Dlllte of rsgistrallon: 15APRIL2011 
p 
c,) 
~ 
--I 
0 
1\:) 
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"" 



MRF15 MRF15 

RegislratiOil number: 4315.2/0277 Registration number: 

Name of medicine· DEZZOMIN 50 Name of medicine: 

Dosage form: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 
ATENOLOL 50,0 mg 

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

Applicant: DEZZO TRADING 392 (PlY) Applicant: 
LTD tfa INDO PHARMA 

Manufacturar: INDOCO REMEDIES LTD, Manufacturer. 
VERNA, GOA, INDIA 

Packer. INDOCO REMEDIES LTD, Packer: 
VERNA, GOA, INDIA 

Laboratory: FPRC: INDOCO REMEDIES LTD, Laboratory: 
VERNA, GOA, INDIA FPRC: 

CONSULTING CHEMICAL 
LABORATORIES, 
ATLASVILLE, BOKSBURG 

FPRR: DEZZO TRADING 1/a INDO FPRR: 
PHARMA, ANCHORVILLE, 
LENASIA 

Shelf~ife: 36 months Shelf-life: 

Dale of ragistration: 03 June 2011 Date of ragistralion: 

MRF15 

4315.210276 Registration number. 

DEZZOMIN 100 Name of medicine: 

TABLET Dosage form: 

EACH TABLET CONTAINS: Aclive ingredients: 

ATENOLOL 100,0 mg 

1, 2, 3, 4, 5, B, 7 Conditions of ragistration: 

DEZZO TRADING 392 (PlY) Applicant: 
LTD tfa INDO PHARMA 

INDOCO REMEDIES LTD, Manufacturer: 
VERNA, GOA, INDIA 

INDOCO REMEDIES LTD, Packer. 
VERNA, GOA, INDIA 

INDOCO REMEDIES LTD, laboratory: FPRC 
VERNA, GOA, INDIA 
CONSULTING CHEMICAL 
LABORATORIES, 
ATLASVILLE, BOKSBURG 

DEZZO TRADING 1/a INDO FPRR: 

PHARMA, ANCHORVILLE, 
LENASIA 

36months Shelf-life: 

03 June 2011 Date of registration: 

4315.210279 

DEZZO ATENOLOL 50 

TABLET 

EACH TABLET CONTAINS: 
ATENOLOL 50,0 mg 

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

DEZZO TRADING 392 (PlY) LTD tfa 
INDO PHARMA 

INDOCO REMEDIES LTD, VERNA, 
GOA, INDIA 

INDOCO REMEDIES LTD, VERNA, 
GOA, INDIA 

INDOCO REMEDIES LTD, VERNA, 
GOA, INDIA 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE, 
BOKSBURG 

DEZZO TRADING 1/a INDO 
PHARMA, ANCHORVILLE, LENASIA 

36 months 

03 June 2011 
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MRF15 MRF15 

Regislrelllon number: 4315.2102110 Regislrelllon number: 42/20.2.810177 Registration number. 42120.2.810178 

Name ol rMdldne: OEZZOATENOI.Ol100 Name ol mecf!dne: LASTAVINE 30 mg/150 mg Name ol medicine: LASTAVINE 40 mg/150 mg 

Dosage fo!m: TABLET Dosage fo!m: TABLEr Dosage form: TABLET 

Acliye iogrudients: EACH TABLEr CONTAINS: Active ingnedients: EACH TABLEr CONTAINS: Active iognedients: EACH TABLET CONTAINS: 
ATENOLOI. 100,0 mg STAVUDINE 30,0mg STAVUDINE 40,0 mg 

LAMIVUDINE 150.0 mg LAMIVUDINE 150,0 mg 

Condnions o1 registmtion: 1, 2. 3, 4, 5, 6, 7 Conditions o1 regfstrajion: 1,2,3,4,5,6, 7 Conditions of registratiart: 1. 2, 3, 4, 5, 6, 7 

Applic!llrt: OEZZO TRADING 392 (PTY) LTD fla Applicant PHARMACARE LIMITED Applicant: PHARMACARE LIMITED 
INDOPHARMA 

Manufal::lurer. INDOCO REMEDIES LTD, VERNA, Manufaclurer. STRIDES ARCOLAB L TO. ANEKAL Manufacturer. STRIDES ARCOLAB L TO, 
GOA, INDIA TALUK. BANGALORE, INDIA ANEKAL TALUK, BANGALORE, (/) 

PHARMACARE LTD, KORSTEN, INDIA 

~ PORT ELIZABETH, RSA PHARMACARE LTD, KORSTEN, 
PORT ELIZABETH, RSA :;; 

Paclo!!r. INDOCO REMEDIES LTD. VERNA. Packer. STRIDES ARCOLAB L TO. ANEKAL Packer. STRIDES ARCOLAB LTD. (/) 
GOA, INDIA TALUK. BANGALORE, INDIA ANEKAL TALUK. BANGALORE, " PHARMACARE LTD, KORSTEN, INDIA 0 

PORT ELIZABETH. RSA PHARMACARE L TO, KORSTEN, m 
PORTELIZABETH,RSA ::0 

> 
l.!lboratrlry: FPRC: INDOCO REMEDIES LTD, VERNA, Laboratory: STRIDES ARCOI.AB LTD, ANEKAL LaboratOry: FPRC STRIDES ARCOI.AB L TO, z 

GOA, INDIA FPRC: T AI.JJK, BANGALORE, INDIA ANEKAL TALUK, BANGALORE, _-1 
CONSUlTING CHEMICAL SABS PHARMACELmCAL INDIA !\) 

LABORATORIES, An.ASVlu.E, CHEMISTRY LABORATORY, SASS PHARMACEUTICAL co 
BOKSSURG GROENKLOOF, PRETORIA. RSA CHEMISTRY lABORATORY, 0 

Mild.. lABORATORY SERVICES, GROENKLOOF, PRETORIA, Q ORMONDE, JOHANNESBURG, RSA RSA 
RESEARCH INSnruTE FOR Mild.. lABORATORY SERVICES, 0 
INDUSTRIA PHARMACY NORTH- ORMONDE, JOHANNESBURG, O'l 

m WEST UNIVERSITY, RSA ::0 POTCHEFSTROOM. RSA RESEARCH INSTITIJTE FOR 
INDUSTRIA PHARMACY !\) 

0 
NORTH-WEST UNIVERSITY, ..... 
POTCHEFSTROOM,RSA .... 

FPRR: OEZZO TRADING tla INDO PHARMA, FPRC/FPRR: PHARMACARE L TO, KORSTEN, FPRC/FPRR: PHARMACARE lTD. KORSTEN, 
ANCHORVIu.E, LENASIA PORTEUZABETH,RSA PORT ELIZABETH, RSA 

Sll8lf.llfe: 36monlhs FPRR: PHARMACARE L TO, FPRR: PHARMACARE LTD, 
WOOMEAO, SANDTON, WOOMEAD, 
RSA SANDTON,RSA 

DIU ol registmtion: 03 June2011 Shelf-life: 24 monfhll Shlllt-life.: 24months 

Dale ol nlgiatration: 01 Oc:lllber 201 0 Datlil of reglst!atiol'l: 01 OdDber 2010 
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MRF 15 MRF15 MRF 15 

~ 
Rtlgistrsliol1 number. 07125.3.21/03 Registration number: 07/25.3.21/04 Registration number: 07/25.3.21105 --I 

0 

Name of medicine: ATOPICA 10 Name of medicine: ATOPICA25 Name of medicine: ATOPICA50 
1\) 

Dosage fonn: SOFT CAPSULES Dosage fonn: SOFT CAPSULES Dosage fonn: SOFT CAPSULES 

Ac::llY\J ingredients: 
EACH CAPSULE 

Active ingredients: 
EACH CAPSULE 

Active ingrediems: EACH CAPSULE CONTAINS: CONTAINS: CONTAINS: 
CICLOSPORIN 10,0mg CICLOSPORIN 25.0mg CICLOSPORIN 50,0 mg 

Conditions of registndlan: 1,2,3,4,5,6, 7 Conditions of r&gistrlltion: 1' 2, 3, 4, 5, 6, 7 Conditions of registndion: 1, 2, 3, 4, 5. 6, 7 

Applicant: NOV ARTIS SOUTH AfRICA Appftcanl: NOV ARTIS SOUTH Applicant NOV ARTIS SOUTH AFRICA 
{PTY)LTD AFRICA (PTY) L TO (PTY) LTD Ci) 

Manufacturer: 
R.P. SCHERER GmbH & Co. 

Manufacturer: R.P. SCHERER GmbH & Manufacturer: R.P. SCHERER GmbH & Co. 0 
KG,EBERBACH,GERMANY < 

Co. KG, EBERBACH, KG,EBERBACH,GERMANY m 
GERMANY :D 

ALLPACK GROUP AG. z 
Packer: ALLPACK GROUP AG, Peeker: ALLPACK GROUP AG, Packer. KAGENSTRASSE, REINACH, 3: 

KAGENSTRASSE, KAGENSTRASSE, SWITZERLAND 
m 

REINACH, SWITZERLAND REINACH, SWITZERLAND z 
ALLPACK GROUP AG, -1 

ALLPACK GROUP AG, ALLPACK GROUP AG, PFEFFINGERSTR, REINACH, Ci) 
PfEFFINGERSTR., PFEFFINGERSTR, SWITZERLAND ~ REINACH, SWITZERLAND REJNACH, SWITZERLAND 

m 
NOV ARTIS SANTE ANIMALE ::j 

Llaboralary. FPRC: NOV ARTIS SANTE Labonlloly: FPRC: NOV ARTIS SANTE laboratory: FPRC S.A.S, HUNINGUE, FRANCE .m 
ANIMALE S.A.S, ANIMALE S.A.S, NOV ARTIS SOUTH AFRICA 1\) 

HUNINGUE, FRANCE HUNINGUE, FRANCE (PTY) LTD, SPARTAN, OJ 

NOV ARTIS SOUTH AFRICA NOV ARTIS SOUTH KEMPTON PARK 0 
(PTY) LTD, SPARTAN, AFRICA (PTY) L TO, ~ KEMPTON PARK SPARTAN, KEMPTON 0 PARK CD 

FPRR: NOV ARTIS SOUTH AFRICA FPRR: NOV ARTIS SOUTH FPRR: 
NOV ARTIS SOUTH AFRICA m 
(PTY) LTD, SPARTAN, :D 

(PTY) L TO, SPARTAN, AFRICA (PTY) LTD, KEMPTON PARK 1\) 
KEMPTON PARK SPARTAN, KEMPTON 0 ..... 

PARK ..... 

Shelf-ire: 36months Shell-life: 36months Shell~ife: 36 mon111s 

Date of registration: 5 AUGUST 2011 DaiS of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF 15 MRF15 

Registration number. 07/25.3.21/00 Reglstralion number: 3812.710292 Registration number. A05/21.1/07 

Neme of medicine: ATOPICA 100 Name of medicine: ALFOXID Name of medicine: VETRIMOXIN 50 

Dosage form: SOFT CAPSULES Dosage form: SUSPENSION Dosage form: POWDER 

Active ingredients: EACH CAPSULE CONTAINS: Active Ingredients: EACH 5,0 ml CONTAINS: Active ingredients: EACH 100,0 g PRODUCT 
CICLOSPORIN 100,0 mg MEFENAMIC ACID 50,0 mg CONTAINS: 

AMOXYCILLIN 
TRIHYDRATE 50,0 mg 

Cond~ions of registration: 1, 2, 3, 4, 5, 6, 7 Cond~ions of registration: 1' 2, 3. 4, 5, 6, 7, 8 Conditions of registration: 1,2,3,4,5,6, 7 

Applicant: NOVARnS SOUTH AFRICA Applicant: MDICC Applicant: CEVAANIMAL HEALTH 
(PTY) LTD SOUTHERN AFRICA {PTY) en LTD 

~ Manufadurer: R.P. SCHERER GmbH & Co. Manufac!Urer: PHARMANOVA (PVT) L TO, Manufac!Urer: CEVA SANTE ANIMALE. 
KG,EBERBACH,GERMANY HARARE. ZIMBABWE LOUDEAC, FRANCE ~ en 

Packer: ALLPACK GROUP AG, Packer. PHARMANOVA (PVT) L TO, Packer: CEVA SANTE ANIMALE, " 0 KAGENSTRASSE, REINACH, HARARE, ZIMBABWE LOUOEAC, FRANCE m 
SWITZERLAND :::0 
ALLPACK GROUP AG. )> 

PFEFFlNGERSTR, REINACH, z 
SWITZERLAND .-t 

lXI 
L.aboralDry: FPRC: NOV ARTIS SANTE ANI MALE Laboratory: PHARMANOVA (PVT) L TO, Laboratory: FPRC CEVA SANTE ANIMALE, 0) 

SA.S, HUNINGUE, FRANCE FPRC: HARARE, ZIMBABWE LOUDEAC, FRANCE 0 
NOVARnS SOUTH AFRICA BIO-INDUSTRIAL " -t 
(PTY) L TO, SPARTAN, SERV1CES, KEMPTON 0 
KEMPTON PARK PARK Ill 

m 
FPRR: NOVARnS SOUTH AFRICA FPRR: MDI CC, MENLO PARK, FPRR: CEVA ANIMAL HEALTH :::0 

(PTY) LTD, SPARTAN, PRETORIA SOUTHERN AFRICA (PTY) lXI 
KEMPTON PARK L TO, RANOJIESPARK. 0 ... 

MIDRAND 

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

Dlllll of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 
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MRF15 
(&) 

~ 
Registration number: A38/11.1 010444 Registtalion number: A38/11.1 0/0445 Registration number: A38/11.10/0446 0 

N 

Name of medicine: GAVISCON 250 LEMON Nfilmlil of medicine: GAVISCON 500 LEMON Name of medicine: GAVISCON 250 PEPPERMINT 

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

Active !ngrecflllnts: EACH TABLET CONTAINS: AellW!I ingredients: EACH TABLET CONTAINS: Aellve ingredients: EACH TABLET CONTAINS: 
SODIUM ALGINATE 250,0 mg SODIUM ALGINATE 500,0 mg SODIUM ALGINATE 
SODIUM BICARBONATE SODIUM BICARBONATE 250,0 mg 
133,5 mg 267,0 mg SODIUM BICARBONATE 133,5 mg 
CALCIUM CARBONATE 80,0 mg CALCIUM CARBONATE CALCIUM CARBONATE 

160,0 mg 80,0mg G) 

Condllicms of R!gistration: 1, 2, 3, 4, 5, 6 Conditions of IVgistralian: 1, 2, 3, 4, 5, 6 Conditions of registration: 1, 2, 3, 4, 5, 6 0 
< 

Applicant: RECKITT BENCKISER Applicant: RECKITT BENCKISER Applicant: RECKITT BENCKISER 
m 
lJ 

PHARMACEUTICALS (PTY) LTD PHARMACEUTICALS(PTY) LTD PHARMACEUTICALS(PTY) L TO z 
s: 

Manufacturer: RECKITT BENCKISER Manufactu!Vr: RECKlTT BENCKISER Manufacturer: RECKITT BENCKISER m 
HEAL THCARE (UK) LIMITED. HEALTHCARE (UK) LIMITED, HEAL THCARE (UK) LIMITED, HULL, z 
HULL, NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK -I 

G) 
Pad!er: RECKITT BENCKISER Packer. RECKITT BENCKISER Packer. RECKITT BENCKlSER ~ HEALTHCARE (UK) LIMITED, HEAL THCARE (UK) LIMITED, HEALTHCARE (UK) LIMITED, HULL, m HULL. NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE. UK NORTHUMBERSIDE, UK ::1 
Labarafory: FPRC: RECKITT BENCKISER Labatalory: RECKITT BENCKISER Labaratory: FPRC RECKITT BENCKISER j11 

HEALTHCARE (UK) LIMITED, FPRC: HEAL THCARE (UK) LIMITED. HEALTHCARE (UK) LIMITED. HULL, N 
HULL, NORTHUMBERSIDE, UK HULL, NORTHUMBERSIDE, UK NORTHUMBERSIDE, UK Q) 

CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL 0 
LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVILLE, LABORATORIES, ATLASVILLE, ~ BOKSBURG BOKSBURG BOKSBURG 
SABS PHARMACEUTICAL SABS PHARMACEUTICAL SABS PHARMACEUTICAL 0 

CD CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, m 
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA lJ 

FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER FPRR: RECKITT BENCKISER 
N 
0 

PHARMACEUTICALS(PTY) LTD, PHARMACEUTICALS(PTY) PHARMACEUTICALS (PTY) LTD, ..... 
ELANDSFONTEIN LTD, ELANDSFONTEIN ELANDSFONTEIN 

Shelr-life: 24 months Shell-life: 24 months StleiJ.Iife: 24 months 

Dade of regisllatian; 5 AUGUST 2011 Dale of registtalion: 5 AUGUST 201 1 Dale of registtalion: 5 AUGUST 2011 



MRF 15 MRF15 

Registration number: A38/11.1 0/044 7 Registration number: 

Name of medicine: GAVISCON 500 PEPPERMINT Name of medicine: 

Dosage lonn: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Actilla ingreo:f~enls: 
SODIUM ALGINATE 500,0 mg 
SODIUM BICARBONATE 
267,0 mg 
CALCIUM CARBONATE 
160,0mg 

Conditions of registialion: 1, 2, 3, 4, 5, 6 Co!lditions of registration: 

Applicant RECKITT BENCKISER Applicant: 

PHARMACEUTICALS (PTY) LTD 

Manufadurer: RECKITT BENCKJSER Manufadul\!ll: 
HEALTHCARE (UK) LIMITED, 
HULL, NORTHUMBERSIDE, UK 

Packer: RECKITT BENCKISER Packer. 
HEALTHCARE (UK) LIMITED, 
HULL, NORTHUMBERSIDE, UK 

Lebotalory: FPRC: RECKITT BENCKISER Labora!Qry: FPRC: 
HEALTHCARE (UK) LIMITED, 
HULL, NORTHUMBERSIDE, UK 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVILLE, 
BOKSBURG 
SABSPHARMACEUT~ 
CHEMISTRY LABORATORY, 
GROENKLOOF, PRETORIA 

FPRR: RECKITT BENCKISER FPRR: 
PHARMACEUTICALS(PTY) LTD, 
ELANDSFONTEIN 

Shefl!.life: 24months Shllllf..life: 

Date of 19gistnltion: 5 AUGUST 2011 Date of registralion: 

A38/4/0540 Reglslrallon number: 

CARBOCAINE A 2 % Name of medicine: 
(1:100 000) 

TABLET Dosage form: 

EACH 1,8 ml CONTAINS: Active ingredients: 
MEPIVACAINE HCI 36,0 mg 
ADRENALINE 18,0 J.IQ 

1' 2, 3, 4, 5, 6, 7 Condi1ions of registration: 

ADCOCK INGRAM LIMITED Applicant: 

PHARMA-Q (PTY) L TO, Manufacturer. 
INDUSTRIA, 
JOHANNESBURG 

PHARMA-Q (PTY) LTD, Packer. 
INDUSTRIA, 
JOHANNESBURG 

PHARMA-Q (PTY) LTD, Lebolalory: FPRC 
INDUSTRIA, 
JOHANNESBURG 

ADCOCK INGRAM FPRR: 
LIMITED, ERAND 
GARDENS, MIDRAND 

24months Shalf-lie: 

5 AUGUST 2011 Date of registralion: 

A38/4/0541 

CARBOCAINE A 2 % 
(1:200000) 

TABLET 

EACH 1,8 ml CONTAINS: 
MEPIVACAINE HCI 
36,0 mg 
ADRENALINE 9,0 J.IQ 

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

ADCOCK INGRAM 
LIMITED 

PHARMA-Q (PTY) L TO, 
INDUSTRIA, 
JOHANNESBURG 

PHARMA-Q (PTY) L TO, 
INDUSTRIA, 
JOHANNESBURG 

PHARMA-Q (PTY) LTD, 
INDUSTRIA,· 
JOHANNESBURG 

ADCOCK INGRAM 
LIMITED, ERAND 
GARDENS, MIDRAND 

24 months 

5 AUGUST 2011 
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MRF 15 MRF15 w 
.jl. 

Registration number: M0/11.510050 Registration rwmber: A40/1.210345 Regisl!alkm number: A40/1.210346 " 0 

Name of medicine: SENOKOT OS 15 mg Name of medicine: TIMALIUM 25 mg Name of medicine: MB.INOR 25 mg 
1\l 

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

Adive ingredients: EACH TABLET CONTAINS: Adive ingredients: EACH TABLET CONTAINS: Adive ingredients: EACH TABLET CONTAINS: 
SENNOSIDES A & B EQUIVALENT AGOMELATINE 25,0 mg AGOMELA TINE 25,0mg 
TO SENNOSIDE B 15,0 mg 

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

Applicant: RECKITI BENCKISER Applicant: EGIS PHARMACEUTICALS SA Applicant BIOGARAN SA (PTY) l TO 
PHARMACEUTICALS (PTY) l TO (PTY)lTO G) 

Manufadurer: RECKJTI BENCKISER Manufadurer: LES lABORA TOIRES SERVIER Manuladurer: LES lABORATOIRES SERVIER 2 HEALTHCARE,HUll,EAST INDUSTRIE, GIOIE, FRANCE INDUSTRIE, GIDIE, FRANCE 
YORKSHIRE, UK SERVIER (IRElAND) INDUSTRIES SERVIER (IRELAND) m 

lTD., ARKLOW, IRELAND INDUSTRIES l TO., ARKLOW, ll 
IRELAND z 

s: 
Pad<er: RECKITI BENCKISER Packer: lES LABORATOIRESSERVIER Packer: LES lABORATOIRES SERVIER m 

HEAl THCARE. HUll, EAST INDUSTRIE, GIOIE, FRANCE INDUSTRIE, GIDIE, FRANCE z 
YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (JRELAND) -1 

l TO., ARKLOW. IRB.AND INDUSTRIES LTD., ARKLOW, G) 
TECHNIKON lABORATORIES IRELAND )> 

(PTY) l TO, ROBERTVlllE, TECHNIKON lABORATORIES N 
FlORIDA, RSA (PTY) l TO, ROBERTVIllE, m 

FlORIDA, RSA =1 
labOrmory: FPRC: RECKITT BENCKISER labom!Dry: lES lABORATOIRES SERVIER laboratory: FPRC lES LABORA TOIRES SERVIER .!11 

HEALTHCARE,HUll,EAST FPRC: INDUSTRIE, GIOIE, FRANCE INDUSTRIE, GIDIE, FRANCE 1\l 
YORKSHIRE, UK SERVIER (IRELAND) INDUSTRIES SERVIER (IRELAND) Cl) 

CONSUlTING CHEMICAl L TO., ARKLOW, IRELAND INDUSTRIES lTD , ARKLOW, 0 
lABORATORIES, ATlASVILlE, IRELAND () 
BOKSBURG -1 
SASS PHARMACEUTICAl 0 
CHEMISTRY lABORATORY, m 
GROENKLDOF, PRETORIA m 

ll 
FPRC/FPRR: RECKITT BENCKISER FPRR: EGIS PHARMACEUTICALS SA FPRR: BIOGARAN SA (PTY) l TO, 1\l 

PHARMACEUTICALS, (PTY) LTD, RIVONIA RIVONIA 0 .... 
ElANDSFONTEIN, KEMPTON PARK .... 

Shelf-life: 24 monlhs Shelf-life: 24monlhs Shelf-life: 24 months 

Date of registration: Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 MRF15 

Registration number: A40/1.2/034 7 Registration number: 

Name of medicina: VALDOXANE 25 mg Name of medicina: 

Dosage form: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 
AGOMELATINE 25,0mg 

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

Applicant: SERVIER LABORATORIES SA (PTY) Applicant: 
LTD 

Manufacturer: LES LABORATOIRES SERVIER Manufacturer: 
INDUSTRIE, GIDIE, FRANCE 
SERVIER (IRELAND) INDUSTRIES 
LTD., ARKLOW, IRELAND 

Pad<er: LES LABORATOIRES SERVIER Packer: 
INDUSTRIE, GIDIE, FRANCE 
SERVIER (IRELAND) INDUSTRIES 
LTD., ARKLOW, IRELAND 
TECHNIKON LABORATORIES (PTY) 
LTD, ROBERTVILLE, FLORIDA, RSA 

Laboratory; FPRC: LES LABORATOIRES SERVlER Laboratory: 
INDUSTRIE, GIDIE, FRANCE FPRC: 
SERVlER (IRELAND) INDUSTRIES 
LTD., ARKLOW, IRELAND 

FPRR: SERVlER LABORATORIES SA (PTY) FPRR; 
LTD, RIVONIA 

Shelf-life: 24 months Shelf-life: 

Date of registration: 5 AUGUST 2011 Date of registration: 

A40/11.10/0512 

GAVISCON TABLETS COOLMINT 

TABLET 

EACH TABLET CONTAINS: 
SODIUM ALGINATE 250,0 mg 

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

RECKITT BENCKISER 
PHARMACEUTICALS (PTY) LTD 

RECKITT BENCKISER 
HEALTHCARE (UK) LTD, HULL, 
EAST YORKSHIRE, UK 

RECKITT BENCKISER 
HEALTHCARE (UK) LTD, HUU, 
EAST YORKSHIRE, UK 

RECKITT BENCKISER 
HEALTHCARE (UK) LTD, HULL, 
EAST YORKSHIRE, UK 
RECKITT BENCKISER 
PHARMACEUTICALS (PTY) LTD, 
ELANDSFONTEIN 
CONSULTING CHEMICAL 
LABORATORIES, ATLASVIUE, 
BOKSBURG 
SABS PHARMACEUTICAL 
CHEMISTRY LABORATORY, 
GROENKLOOF, PRETORIA 

RECKITT BENCKISER 
PHARMACEUTICALS(PTY) LTD, 
ELANDSFONTEIN, KEMPTON 
PARK, RSA 

24 months (Provisional) 

5 AUGUST 2011 

MRF15 

Ragistration number: 

Name of medicine: 

Dosage form: 

Aclive ingrediants: 

CondHions of ragistration: 

AppHcant: 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

Shelf-life: 

Dale of registration; 

M0/20.1.1/0774 

AURO-CEFALEXIN CAPSULES 
250mg 

CAPSULE 

EACH CAPSULE CONTAINS: 
CEFALEXIN MONOHYDRATE 
EQUIVALENT TO CEFALEXIN 
250,0 mg 

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

AUROBINDO PHARMA (PTY) 
LTD 

AUROBINDO PHARMA LIMITED, 
UNITVI,PATANCHERU 
MANDAL, MEDAK DISTRICT, 
ANDHRA PRADESH, INDIA 

AUROBINDO PHARMA LIMITED, 
UNIT VI,PATANCHERU 
MANDAL, MEDAK DISTRICT, 
ANDHRA PRADESH, INDIA 

AUROBINDO PHARMA LIMITED, 
UNIT VI,PAT ANCHERU 
MANDAL, MEDAK DISTRICT, 
ANDHRA PRADESH, INDIA 

AUROBINDO PHARMA, 
MEYERSDAL, JOHANNESBURG 

24 months 

5 AUGUST 2011 
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MRF 15 Ul -----::l .j>. 

Registration number. A40120.1.110775 Regislralion numbflr: 41f7.1.3100B3 Registration number: 41 f7 .1.310087 --.J 
0 

Name of med.,cine: AURO-CEFALEXIN CAPSULES 500 Name of medicine: LOlENSIN CO 50 TABLETS Name of mecflcine: LOSACAR CO 50112.5 ro 
mg 

DO!Iege form: CAPSULE Dosage form: TABLET Dosage form: TABLET 

Adive ingredients: EACH CAPSULE CONTAINS: Actlve ingredients: EACH TABLET CONTAINS: Active ingredienls: EACH TABLET CONTAINS: 
CEFALEXIN MONOHYDRATE LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
EQUIVALENT TO CEFALEXIN 500,0 SO,Omg 50,0 mg 
mg HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 

12,5 mg 12.5 mg 

Conditions of regislratioll: 1, 2. 3, 4. s. 6, 7 Conditions of registration: 1, 2. 3, 4. 5, 6, 7 Conditions of registration: 1. 2, 3, 4. s. a. 7 G) 

Applicant: AUROBINDO PHARMA (PTY) L TO Applicant: ZVDUS HEAL THCARE SA (PTY) Applicant: ZYDUS HEALTHCARE SA (PTY) 0 
LTD LTD < m 

Manufacturer: AUROBINDO PHARMA LIMITED, Manufacturer. ZYDUS CADILA HEALTHCARE Manutadurer: ZVDUS CADILA HEALTHCARE ll 
UNIT VI, PATANCHERU MANDAL. LIMilED, MORAIYA, SANAND, L TO AHMEDABAD, INDIA z 
MEDAK DISlRICT, ANDHRA . AHMEDABAD, INDIA s: 
PRADESH, INDIA m 

z 
Pac:Mr: AUROBINDO PHARMA LIMITED. Packer: ZVDUS CADILA HEALTHCARE Packer: ZVDUS CADILA HEALTHCARE -i 

UNIT VI,PAT ANCHERU IIIIANDAL, LIMilED, MORAIYA, SANAND, LTD AHMEDABAD, INDIA G) 
MEOAK DISlRICT, ANDHRA AHMEDABAD. INDIA ~ PRADESH, INDIA 

Labonillory: FPRC: AUROBINDO PHARMA LIMITED, Laboratory: ZYDUS CADI LA HEAL THCARE Laboratory: FPRC ZVDUS CADILA HEAL THCARE g 
UNIT VI.PATANCHERU MANOAL, FPRC: LIMilED, MORAIYA, SANAND, L TO AHMEDABAD, INDIA _m MEDAK DISTRICT, ANDHRA AHMEDABAD, INDIA INSTITUlE FOR 
PRAOESH,INDIA INSTITUTE FOR PHARMACEUTICAL AND 1\J 

PHARMACEUTICAL AND CHEMICAL SERVICES, Ol 
CHEMICAL SERVICES, DEKGRAS ROAD, 0 
SIVERTONDALE SILVERTONDALE, RETORIA 0 
RESEARCH INSTITUTE FOR RESEARCH INSTITUTE FOR -i 
INDUSTRIAL PHARMACY, NORTH INDUSTRIAL PHARMACY, 0 
WEST UNIVERSITY, NORTH WEST UNIVERSITY, IJ) 

POTCHEFSlROOM P6TSCHEFSTROOIIII m 
ll 

FPRR: AUROQJNDO PHARMA, FPRR: ZVDUS HEAL THCARE SA, (PTY) FPRR: ZVDUS AL THCARE SA (PTY) 1\J 
MEYERSDAL, JOHANNESBURG L TO, VAN DER HOFF PARK, L TO, POTCHEFSTROOM, RSA 0 .... 

POTCHEFSTRDOM .... 

Sh~lfe: 24 months Shelf-life: 36months Shelf-life: 36 months 

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of regisll'lllion: 5 AUGUST 2011 



MRF15 MRF15 

Reglalmllan I'IUIIIber: 41f.!O.U/0112 ::l Regislmtion number: 41/2.11A1255 Registralian number: 41/2.11/0251! 

Name oii'I'IE!dicine: AURO CEFAOROXIL CAPSULES 500 Name of medicine: AOCO TENYL 251Jg/h Name of medicine: AOCO TENYL 50 IJg/h 
mg 

Oosagemrm: CAPSULE Dosage folm: PATCH Dosage fonn: PATCH 

Adlve ingredients: EACH CAPSULE CONTAINS: Adive ingredients: EACH PATCH CONTAINS: Adive ingredients: EACH PATCH CONTAINS: 
CEFADROXIL MONOHYDRATE FENTANYL 25,0 IJg/h FENTANYL 50,0 IJg/h 
EQUIVALENT TO CEFAOROXIL 
500,0mg 

Conditions of regisllation: 1, 2, 3,4,5. 6, 7, 8 Conditions of regi>;tlatioiL 1,2.,3,4.5.11, 7 Cond~ions of registration: 1, 2, 3, 4, 5, 6, 7 

Appli<::a111: AUROBINOO PHARMA (PTY) L TO Applicant ADCOCK INGRAM LIMITED AppUcanl: ADCOCK INGRAM LIMITED 

Manllfaclurer: AUROBINOO PHARMA LIMITED, Manuladurer: LABORATORIOS BETA SA, Manllfaclt.uer: LAE!ORATORIOS BETA SA, rn 
UNIT VI, PATANCHERU MANDAt.. OVINCIA de La RIOJA, ARGENTINA PROVINCIA de La RIOJA, );! MEDAK DISTRICT, ANDHRA ARGENTINA 
PRADESH, INDIA ~ 

Pad<er: AUROBINDO PHARMA LIMITED. Pad<er: LABORATORIOS BETA S.A., Padter: LABORATORIOS BETA S.A., rn 
UNIT VI, PATANCHERU MANDAL. PROVINCIA de La RIOJA, PROVINCIA de La RIOJA, " MEDAK DISTRICT, ANOHRA ARG8\Il1NA ARGENTINA 0 
PRADESH, INDIA m 

ll 
Laboraloly: FPRC: AUROBINDO PHARMA LIMITED, Laboraloty: LABORATORIOS BETA SA, Labor.a1ory: FPRC LABORATORIOS BETA S.A., )> 

UNIT VI, PAT ANCHERU MANOAL, FPRC: PROVINCIA de La RIOJA, PROVINCIA de La RIOJA, z 
MEDAK DISTRICT, ANDHRA ARGEM1NA ARGENTINA .:-! 
PRADESH, INDIA ADCOCK INGRAM HEAL 11-ICARE ADCOCK INGRAM 1\) 

(PTY)LTD, WAOEVILLE, HEAL THCARE (PTY) L TO. m 
GERMISTON WADEVILLE, GERMISTON 0 
ADCOCK INGRAM HEALTHCARE ADCOCK INGRAM 

~ (PTY) LID CLAYVILLE, HEAL THCARE (PTY) LTD 
OUFANlSFONTElN CLAYVILLE, OLIFANTSFONTEIN 

{ll 

FPRR: AUROBINOO PHARMA, ADCOCK INGRAM HEAL 11-ICARE FPRR: ADCOCK INGRAM m 
ME'tERSDAL, JOHANNESBURG (PTY) LID. WAOEVILLE, HEAL 11-ICARE (PlY) L TO, JJ 

GERMISTON WAOEVILLE, GERMISTON 1\) 

ADCOCK INGRAM HEAL 11-ICARE AOCOCK INGRAM 0 
~ 

(PTY) LID, CLAYVILLE, HEAL 11-ICARE (PlY) LTD. ~ 

OUFANlSFONTElN CLAYVILLE, OLIFANTSFONTEIN 
ADCOCK INGRAM LTD, ERAND ADCOCK INGRAM LTD. ERAND 
GARDENS. MIORAND GARDENS. MIDRAND 

Shll!lf.life: 24IJIOI'dlus ~ Shelf-life: :24 IJlOI'dlus SheiHife: 24 ITIOI1th& 

Dale ol registration: 5 AUGUST 2011 Dale ol registJatkm: !i AUGUST 2011 Date of registration: 5 AUGUST 2011 
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Registra!lorl number: 4112.1110257 Registration number: 4112.1110258 Regislration nlllllber: 41126/0415 ...... 
0 

Name al medicine: AOCO TENYL 75 11g/h Name at medicine: ADCO TENYL 100 IJg/h Name of medicine: MITOXANTRON EBEWE 10 mg Ill 

Oosagefoml: PATCH Dosage form: PATCH Dcrsage form: CONCENTRATE FOR 
SOLUTION FOR INFUSION 

Adive ingredients: EACH PATCH CONTAINS: Active ingredients: EACH PATCH CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
FENTANYL 75,0 IJ9!h FENTANYL 100,0 1'9111 MITOXANTRONE HCl 

EQUIVALENT TO 
MITOXANTRONE 10,0 mg 

Condlllons at regislration: 1. 2, 3, 4, 5, 6, 7 Conditions at registration: 1' 2, 3, 4, 5, 6, 7 Conditions of registration: 1. 2, 3,4, 5. S, 7 

Applicant ADCOCK INGRAM LIMITED Applicant: ADCOCK INGRAM LIMITED Applicant KEY ONCOLOGIC$ (PTY)l TO (j) 
0 

Manufacturer: LABORATORIOS BETA S.A., Manufaclurer: LABORATORIOS BETA SA, Mam.rfaclurer: EBEWE PHARMA GmbH Nlg.KG, < 
PROVINCIA de La RIOJA, PROVINCIA de La RIOJA, UNTERACH, AUSTRIA m 
ARGENTINA ARGENTINA :0 z 

Packer: LABORATORIOS BETA SA, Padalr: LABORATORIOS BETA S.A., Packer: EBEWE PHARMA GmbH Nlg.KG. ~ 
PROVINCIA de La RIOJA, PROVINCIA de La RIOJA, UNTERACH. AUSTRIA m 
ARGENTINA ARGENTINA z 

-f 
laboratory: FPRC: LABORATORIOS BETA SA. laborslory: LABORATORIOS BETA SA, laborsiory: FPRC EBEWE PHARMA GmbH Nfg.KG, (j) 

PROVINCIA de La RIOJA, FPRC: PROVINCIA dela RIOJA, UNTERACH, AUSTRIA )> 
ARGENTINA ARGENTINA MIKROBIOLOGISCHES N 
ADCOCK INGRAM HEAL THCARE ADCOCK INGRAM HEALTHCARE PRUFLABOR, INNSBRUCK, m 
(PTY) LTD. WAOEVILLE, {PTY) L TO, WADEVILLE, AUSTRIA =I GERMISTON GERMISTON LABOR l+SAG BAD BOCKLET, 
ADCOCK INGRAM HEAL THCARE ADCOCK INGRAM HEALTHCARE GERMANY m 
(PTY) LTD CLAYVILLE, (PTY) LTD CLAYVILLE, SABS PHARMACEUTICAL Ill 
OLIFANTSFONTEIN OLIFANTSFONTEIN CHEMISTRY LABORATORY, (X) 

GROBIIKLOOF, PRETORIA 0 
CONSULTING CHEMICAL (') 
LABORATORIES, A TLASVILLE, d BOKSBURG 

FPRR: ADCOCK INGRAM HEAL THCARE FPRR: ADCOCK INGRAM HEAL THCARE FPRR: KEY ONCOLOGICS, 
[J] 
m 

(PTY) LTD, WAOEVlllE, (PTY) l TO, WADEVILLE. HOUGHTON, JOHANNESBURG :0 
GERMISTON GERMISTON Ill 
ADCOCK INGRAM HEAL THCARE ADCOCK INGRAM HEALTHCARE 0 
(PTY) LTD,CLAYVILLE, (PTY) L TO ,CLAYVILLE, ..... 
OLIFANTSFONTEIN OLIFANTSFONTEIN 
ADCOCK INGRAM LTD, ERAND ADCOCK INGRAM L TO, ERAND 
GARDENS, MIDRAND GARDENS, MIDRAND 

Shell-life: 24months Shell-life: 24months Shell-lira: 24months 

Date of registration: 5 AUGUST 2011 Date of registra!lorl: 5 AUGUST 2011 Date of regislr8tion: 5 AUGUST 2011 



MRF 15 MRF15 

Reglsl!alion number: 4112610416 Regisl!alion number: 41/2().2.810451 Regisllalion number: 4112Cl.1.1/CI646 

Name of medicine: MITOXANTRON EBEWE 2Cl mg Name of medicine: INVI-RASE 500 Name of medicine: GULF CEFUROXIME 750 

· Dosage form: CONCENTRATE FOR SOLUTION DJ'lSage form: TABLET Dosage form: INJECTION 
FOR INFUSION 

Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
MITOXANTRONE HCI EQUIVALENT SAQUINAVIR MESYLATE CEFUROXIME SOOIUM 
TO MITOXANTRONE 20,0 mg EQUIVALENT TO EQUIVALENT TO 

SAQUINAVIR 500,0mg CEFUROXJME 750,0mg 

Conditions o1 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, B 

Applicant: KEY ONCOLOGICS (PTY) LTD Applicant: ROCHE PROOUCTS (PTY) LTD Applicant: GULF DRUG COMPANY [PTY) 
LTD 

Manutaaurer: EBEWE PHARMA GmbH Nfg.KG, Manufacturer: ROCHE PHARMA SA, MADRID, Manufacturer: LABORATORIO REIG JOFRE. 
(J) 

UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN ~ 
Packer: EBEWE PHARMA GmbH Nfg.KG, Packer: ROCHE PHARMA SA, MADRID, Packer: LABORATORIO REIG JOFRE, ""i 

UNTERACH, AUSTRIA SPAIN TOLEDO, SPAIN (J) 

F. HOFFMANN-LA ROCHE L TO, DIVPHARM MANUFACTURING 
]\ 

0 KAISERAUGST SWITZERLAND & PACKAGING, LONGDALE, m 
JOHANNESBURG lJ 
TECHNIKON LABORATORIES, )> 
ROBERTVlllE. FLORIDA, RSA z 

Labomlory: FPRC: EBEWE PHARMA GmbH Nfg.KG, Labomlory: ROCHE PHARMA SA, MADRID, Laboratory; FPRC LABORATORIO REIG JOFRE, .:-i 
UNTERACH, AUSTRIA FPRC: SPAIN TOLEDO, SPAIN 1\:1 

MIKROBIOLOGISCHES F. HOFFMANN-LA ROCHE LTD, SABS PHARMACELmCAL 
(X) 

PRUFLABOR, INNSBRUCK, BASEL, SWITZERlAND CHEMISTRY LABORATORY, 0 
AUSTRIA GROENKLOOF, PRETORIA ]\ 

LABOR L+SAG BAlD BOCKLET, cONSULnNG CHEMICAL d GERMANY LABORATORIES, AnASVILLE. CD 
SASS PHARMACELmCAL BOKSBURG m 
CHEMISTRY LABORATORY, PHARMA-0 (PTY) LTD, lJ 
GROENKLOOF. PRETORIA INDUSTRIAL WEST, 1\:1 
CONSULTING CHEMICAL JOHANNESBURG 0 
LABORATORIES, AnASVILLE, INSTITUTE FOR ..... 
BOKSBURG PHARMACELmCAL SERVICES, 

..... 
SILVERTONDALE. PRETORIA, 
RSA 
CONSULTING 
MICROBIOLOGICAL 
LABORATORY (PTY) LTD, 
BEYERSPARK, RSA 

FPRR: KEY ONCOLOGICS, HOUGHTON. FPRR: ROCHE PROOUCTS FPRR: GULF DRUG COMPANY (PTY) 
JOHANNESBURG {PTY) LTD, LTD, MOUNT EDGECOMBE, 

NORTHLANDS, RSA DURBAN 

Sllelf-rrre: 2-4 months Shelf-llle: 36monlhs Shelf-life: 24 monthS (Provisional} 
z 

Dale of reglstralioo: 5 AUGUST 2011 Oall!l of reglslndion: 5 AUGUST 2011 Oall!l of reglstralioo: 5 AUGUST 2011 p 
(,) 
~ 
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MRF15 MRF15 MRF15 (.,) 
~ 

Ragillfrlllion runber. 4tl21.2lllllllil Reglahllon Jallllbor. 41121:211111/51 Reglrslrdon numbiO!: 4112.SRJS46 "" 0 
-of medicine: ACCORO GUMEPIRICE I mg Name of- ACCORDGUIIIEPIRJDE 2 mg -of-11<1: TOPIRANSllmg N 

~-: TABlET Oosagaftlml: TAII.ET Oosagafoon: TABLET 

-~: EACH T Alli.ET CONT AJHS: 
- il'lgnldiEnls: EACH TAII.ET CONTAINS: - ingmdienls: EACH TABLET CONTAINS: 

GLIMEPIRtCE 1,0mg Gl..lloiEPIRtll 2,0mg TOPIRAMATE 50,0 mg 

Condiliano of regis!Jation: 1, 2,3,4,5,6,7,8 Conditions of~ t,Z,3,4,5,.6, 1,6 conditions of regisll'etion: 1, 2, 3, 4. 5, 6, 7 

Appli(:ant: ACCORD HEAL nlCARE (FTYJ L Til ~ ACCORDHEALTHCAAE (PTY) LTD Applicant PHARMACARE LTD 

MllllUfliC!l.lnlr: INTAS PHARfoiACElJ'I'JCAL.S LTD, ManiJIIIli::!J.In> IHrASI'tiARIII'ICEIJTICALS LTD. Manutaaurer. GENPHARM PHARMACEUTICALS 
MATODA. SAHAND. AHMEilAI!AD,INOIA MAl'ClDA. ANAND, AHMEDABAD, INOlA INC .. ETOBICOKE. ONTARIO, 

CANADA G) 
PHARMACARELTO,KORSTEN,PE 
ASPEN PHARMACARE EAST 0 
LONDON, WILSONIA, EAST LONDON < m 

Pacloor. INTAS PHARMACEIJTICALS LTD. p- INTAS~MACEIJTICALS LTD, Polld<er. GENPHARM PHARMACEUTICA!.S II 
MATODA, SAMANO,. AHMEOABAO,INOIA MAl'ClDA. SAHAND, AHMEDABAD, INOlA INC, ETOBICOKE, ONTARIO, z 

CANADA 3: PHARMACARE L TO, KORSTEN, PE m ASPEN PHARMACARE EAST z LONDON, WILSONIA, EAST LONDON -1 MCDERMOTT LABORATORIES TIA 
GERARD G) 
LABORATORIES, DUBliN, IRElAND 

~ GENERICS UK lTD •• POTTERS BAR, 
HERTFORDSiiiRE, UK m 

laboralrll:y: FPRC: INTAS ~MACEUTICALS LTD, ~ I'PRC: IHrAS l"tlt\RMACEUTICALS LTD. LaboraiOty: FPRC GENPHARM PHARMACEIJTICALS ~ 
MATOOA, SAHAND, AHME!WIAD,INOIA MATOIJA. SAHAND, AHMEDABAD, INDIA INC., ETOBICOKE, ONTARIO, m 
CONSULTING CHEMICAL CXlNS\LTtNG CHeMICAL CANADA 
LABORATORIES. Al1ASVIU.E, I..Af!CitATORIES, ATLASIIILLE. PHARMACARE LTD. KORSTEN, PE N 
SOIISIIURG IIOIIIIIBURG ASPEN PHARMACARE EAST (XI 

LONDON, WILSONIA, EAST LONDON 0 SASS PHARMACEUTICAL 
CHEMISTRY lABORATORY, 0 
GROENKI..OOF. PRETORIA d RESEARCH INSTIT1JTE FOR 
INDUSTRIAL llJ 
PHARMACY, NORTH WEST m 
UNIIIERSITY. POTCHEFSTRtDOM II 

Fl'f!R: ACCORD HEALTHCARE. RIIIONlA. RSA ~ .ACCORD HEALTHCAAE. RIVONIA. RSA FPRR: PHARMACARE L TO, KORSTEN, PE 
N 
0 

ASPEN PHARMACARE EAST ..... 
LONDON, Wll.SONIA. EAST LONDON ..... 
PHARMACARE lTD, WOODMEAD, 
RSA 

St1el-lire: 24-~ ShaiHf8: 24-(I'II:Moional) ShaiHf8: 24 rnon!hll 

Dale of~: 5 AIJGUST 2011 [laja of regioa-.: 5 AIJGliST 2011 Oaleof"'!lllllnllfQII: 5 AUGUST 2011 



MRF 15 

Registration number. 

Name of medicine: 

Dosage fonn: 

Active ingredients: 

Conditions of registration: 

Appicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC: 

FPRR: 

Shelf-Hfs: 

Date of regl&ltalion: 

41r.t.510847 

TOPIRAN 1 00 1111J 

TABLET 

EACH TABLET CONTAINS: 
TOPIRAMATE 100,0 mg 

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

PHARMACARE L TO 

GENPHARM PHARMACEUTICALS INC., 
ETOBICOKE, ONTARIO, CANADA 
PHARMACARELT~KORSTEN,PE 
ASPEN ~ARMACARE EAST LONDON, 
WILSD , EAST LONDON 

GENPHARM PHARMACEUTICALS INC., 
ETOBICOKE, ONTARIO, CANADA 
F'HARMACARE LTD, KORSTEN, PE 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDON 
MC DERMOTT LABORATORIES TIA 
GERARD 
LABORATORIES, DUBLIN, IRELAND 
GENERICS UK LTD .. POTTERS BAR, 
HERTFORDSHIRE, UK 

GENF'HARM PHARMACEUTICALS INC .. 
ETOBICOKE, ONTARIO, CANADA 
PHARMACARELTD,KORSTEN,PE 
ASPEN PHARMACARE EAST LONDON, 
WI LSONIA, EAST LONDON 
SA8S PHARMACEUTICAL CHEMISTRY 
LABORATORY, GROENKLOOF, PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, NORTH WIEST UNIVERSITY, 
POTCHEFSTROOM 

PHARMACARELTO,KORSTEN,PE 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDON 
PHARMACARELTO,WOODMEAD,RSA 

24 months 

5 AUGUST 2011 

MRF15 

Registration number: 4112.5Rl858 

Name of medicine: TOPIRAN25mg 

Dosage fonn: TABLET 

Active ingredients: EACH TABLET CONTAINS: 
TOPIRAMATE 25,0 mg 

Cond~ions of registration: 1, 2. 3, 4, 5, 6, 7 

Applicant: PHARMACARE L TO 

Manufacturer: GENPHARM PHARMACEUTICALS INC., 
ETOBICOKE, ONTARIO, CANADA 
PHARMACARELTD,KORSTEN,PE 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDCN 

Packer: GENF'HARM PHARMACEUTICALS INC., 
ETOBICOKE, ONTARIO, CANADA 
PHARMACARE L TO, KORSTEN, PE 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA, EAST LONDCN 
MC DERMOTT LABORATORIES TIA 
GERARD 
LASORATORIES. DUBLIN, IRELAND 
GENERICS UK LTD., POTTERS BAR, 
HERTFORDSHIRE, UK 

Laboratory: FPRC: GENPHARM PHARMACEUTICALS INC., 
ETOBICOKE. ONTARIO, CANADA 
PHARMACARE L TO, KORSTEN, PE 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA. EAST LONDON 
SASS PHARMACEUTICAL CHEMISTRY 
LAEIORATORY, GROENKLOOF, 
PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY, NORTH WEST UNIVERSITY, 
POTCHEFSTROOM 

FPRR: PHARMACARELTO,KORSTEN,F'E 
ASPEN PHARMACARE EAST LONDON, 
WILSONIA. EAST LONDCN 
PHARMACARE LIMITED, WQODMEAD, 
RSA 

Shelf-l~e: 24 months 

Date of registration: 5 AUGUST 2011 

MRF 15 

Registration number: 

Name of medicine: 

Dosage form: 

Active ingredients: 

Conditions of registration: 

Applicant: 

Manufacturer: 

Packer: 

Laboratory: FPRC 

FPRR: 

Sh~-life: 

Date of registration: 

4112.5~59 

TOPIRAN 200 mg 

TABLET 

EACH TABLET CQNT A INS: 
TOPIRAMATE 200,Dmg 

1,2,3.4,5,6,7 

PHARMACARE LTD 

GENPHARM PHARMACEUTICALS 
INC., ETOBICOKE, ONTARIO, 

~~CARELTO,KORSTEN,PE 
AS N F'HARMACARE EAST 
L(liojDON, WILSONIA, EAST LONDON 

GENPHARM PHARMACEUTICALS 
INC., ETOBICOKE, ONTARIO, 
CANADA 
PHARMACARE LTD, KORSTEN, PE 
ASPEN F'HARMACARE EAST 
LONDON, WILSONIA, EAST LONDON 
MCDERMOTT lABORATORIES TIA 
GERARD 
LABORATORIES, DUBLIN. IRELAND 
GENERICS UK LTD., POTTERS BAR. 
HERTFORDSHIRE, UK 

GENPHARM PHARMACEUTICALS 
INC., ETOBICOKE, ONTARIO, 
CANADA 
PHARMACARELTO,KORSTEN,PE 
ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST LONDON 
SASS PHARMACEUTICAL 
CHEMISTRY LAEIORATORY, 
GROENKLQOF, PRETORIA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, NORTH 
WEST UNIVERSITY, 
POTCHEFSTROOM 

PHARMACARE L TO, KORSTEN, F'E 
ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST LONDON 
PHARMACARE LTO, WOODMEAO, 
RSA 

24 months 

5 AUGUST 2011 
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MRF 15 MRF15 c..l -l ~ 
Registmtion number. 41n.1.3/0969 Registration number: 41n.1.310970 Registration number: 41n.1.310971 --.I 

0 
Name of medicine: TEKTURNA 150 Neme of medicine: TEKTURNA 300 Name of medicine: RASILEZ150 

1\) 

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 hemifumarate equivalent Aliskiren hemifumarate Aliskiren hemifumarate 
toAiiskiren 150,0 mg equivalent to equivalent to 

Aliskiren 300,0 mg Aliskiren 150,0 mg 

Conditions of re:gistmtion: 1, 2. 3, 4, 5, 6, 7 Cood"ions of regis1ratjon: 1,2,3,4,5,6, 7 Condffions of registration: 1, 2, 3, 4. 5, 6, 7 

Applicant NOV ARTIS SA (PTY) L TO Applicant: NOV ARTIS SA (PTY) LTD Applicant NOV ARTIS SA (PTY) L TO G) 
0 

Manufacturer: NOV ARTIS PHARMA STEIN AG, Manufacturer. NOV ARTIS PHARMA STEIN Manufacturer. NOV ARTIS PHARMA STEIN < 
STEIN, SWITZERLAND AG, STEIN, SWITZERLAND AG, STEIN, SWITZERLAND m 

JJ 
Packer: NOV ARTIS PHARMA STEIN AG, Packer: NOV ARTIS PHARMA STEIN Packer: NOV ARTIS PHARMA STEIN z s:: STEIN, SWITZERLAND AG, STEIN, SWITZERLAND AG, STEIN, SWITZERLAND m 

ALLPACK GROUP AG, AUPACK GROUP AG, ALLPACK GROUP AG, z 
REINACH, SWITZERLAND REINACH, SWITZERLAND REINACH, SWITZERLAND -1 
KONAPHARMA AG, PRATTELN, KONAPHARMA AG, KONAPHARMA AG, G) 

SWITZERLAND PRA TTELN, SWITZERLAND PRATTELN. SWITZERLAND ~ IVERS-LEE AG, BURGHOF. IVERS.LEE AG, BURGHOF, IVERS.LEE AG, BURGHOF, m 
SWITZERLAND SWITZERLAND SWITZERLAND :1 NOV ARTIS SA, SPARTAN. NOVARTIS SA, SPARTAN. NOVARTISSA, SPARTAN. 
KEMPTON PARK KEMPTON PARK KEMPTON PARK J11 

Laboratory: FPRC: NOV ARTIS PHARMA STEIN AG, Lllboratory: FPRC: NOV ARTIS PHARMA STEIN Lllboratory: FPRC NOV ARTIS PHARMA STEIN 
1\J 
GO 

STEIN, SWITZERLAND AG, STEIN. SWITZERLAND AG, STEIN, SWITZERLAND 0 
NOVARTISPHARMANALYTICA NOV ARTIS PHARMANAL YTICA NOV ARTIS a SA, LOCARNO, SWITZERLAND SA, LOCARNO, SWITZERLAND PHARMANALYTICA SA, 
NOV ARTIS SA. SPARTAN, NOVARTIS SA, SPARTAN, LOCARNO, SWITZERLAND Ill 
KEMPTON PARK KEMPTON PARK NOVARTIS SA, SPARTAN, m 

KEMPTON PARK JJ 

FPRR: NOV ARTIS SA (PTY} LID, FPRR: NOV ARTIS SA (PTY} LTD. FPRR: NOV ARTIS SA (PTY} LID, 
1\) 
0 

SPARTAN, KEMPTON PARK SPARTAN, KEMPTON PARK SPARTAN, KEMPTON PARK 

Shelf-life: 24month& Shelf-life: 24 months Shelf-life: 24months 

Date of regis1Jalion: 5 AUGUST 2011 Date of 11!!9istrallon: 5 AUGUST 2011 Date of re:gistration: 5 AUGUST 2011 



MRF 15 MRF 15 

RegiS1nillion number: 41n.1.310972 Registration number: 41n.1.310998 ~number: 41n.1.310999 

Name of m edlcine: RASILEZ300 Name of medicine: SPEC-LOSARTAN CO 50 Name of medicine: SPEC·LOSARTAN CO 100 

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

Aclive Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
Alisklren hemifumarate equivalent LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
toAiiskiren 300,0 mg 50,0mg 100,0mg 

HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12,5mg 25,0 mg 

ConditiOns of registration: 1, 2, 3, 4, 5, 6, 7 Conditions of registration: 1, 2,3, 4, 5, 6, 7 Condltions of regl$tration: 1, 2, 3, 4, 5, 6, 7 

Applicant: NOV ARTIS SA (PTY) LTD Applicant SPECPHARM (PTY) L TO Applicant SPECPHARM(PTY}LTD 
en 

Manufadurer: NOVARllS PHARMA STEIN AG, Manufacturer: SPECIFAR SA, ATHENS, Manufactu111r: 
STEIN, SWITZERLAND GREECE 

Packer: NOV ARTIS PHARMA STEIN AG, Packer: SPECIFAR SA, ATHENS, Packer. 

SPECIFAR SA, ATHENS, 

~ GREECE 

SPECIFAR SA, ATHENS, 
"-! en 

STEIN, SWITZERLAND GREECE 
ALLPACK GROUP AG. SPECPHARM HOLDINGS 
REINACH, SWITZERLAND (PTY) LTD, HALFWAY HOUSE, 
KONAPHARMA AG, PRA TTELN, MIDRAND 

GREECE i'i 
SPECPHARM HOLDINGS 0 
(PTY) LTD, HALFWAY m 

Jl 
HOUSE, MIDRAND )> 

SWITZERLAND DIVPHARM MANUFACTURING 
IVERS-LEE AG, BURGHOF, & PACKAGING (PTY) LTD, 

DIVPHARM z 
MANUFACTURING & :-I 

SWITZERLAND INDUSTRIA, JOHANNESBURG 
NOVARllS SA, SPARTAN, 
KEMPTON PARK 

Laboratory: FPRC: NOV ARTIS PHARMA STEIN AG, Laboratory: FPRC: SPECIFAR SA., ATHENS, Labotatory: FPRC 
STEIN, SWITZERLAND GREECE 
NOVARllS PHARMANAL YllCA SPECPHARM HOLDINGS 

PACKAGING (PTY) L TO, I'll 
INDUSTRIA, CD 

JOHANNESBURG 

~ SPECIFAR SA, ATHENS, 
GREECE Ill 
SPECPHARM HOLDINGS m 

SA, LOCARNO, SWITZERLAND (PTY} LTD, HALFWAY HOUSE, (PTY) LTD, HALFWAY Jl 
NOVARllS SA, SPARTAN, MIDRAND 
KEMPTON PARK CONSULTING CHEMICAL 

HOUSE, MIDRAND 1\l 

CONSULTING CHEMICAL 0 .... 
LABORATORY ATLASVILLE, LABORATORY, ..... 
BOKSBURG ATLASVILLE, BOKSBURG 

FPRR: NOVARllSSA(PTY) LTD, FPRR: SPECPHARM (PTY) L TO, FPRR: SPECPHARM (PTY) L TO, 
SPARTAN, KEMPTON PARK SANDTON, GAUTENG SANDTON, GAUTENG 

Sl!eH.flle: 24months Sl!elf-llfe: 24 months Sl!elf-lil'e: 24monlhs 

Dele ol registration: 5 AUGUST 2011 Date ol registration: 5 AUGUST 2011 Date ol registlatiou: 5 AUGUST 2011 
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Registration number: 41120.~.1/1020 Reglslralion number: 41120.1.1/1021 Reglslmtion number. 41120.1.1/1022 "-! 

Name of medjc.ine: AUSVANIC-250 Name Of medicine: AUSVANIC-500 Name of medicine: LEVOSTEL-250 ~ 
l)Qsage form: TABLET Dosage form: TABLET Dosage form: TABLET 

Adive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOFLOXACIN LEVOFLOXACIN LEVOFLOXACIN 
HEMII;YDRATE EQUIVALENT HEMIHYDRATE EQUIVALENT HEMIHYDRATE 
TO LEVOFLOXACIN 250,0 mg TO LEVOFLOXACIN 500,0 mg EQUIVALENT TO 

LEVOFLOXACIN 250,0 mg 

CondHions of regislmlion: 1,2,3,4,5,6, 7,8 Conditions of regi!llrstion: 1,2,3,4,5,6, 7,8 Conditions of registration: 1,2,3,4,5,6. 7,8 G) 
App6canl: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES 0 

(PTY) LTD (PTY) LTD (PTY) LTD < m 
Manufacturer. IPCA LABORATORIES LIMITED, Manufadurer. JPCA LABORATORIES Manufacturer: IPCA LABORATORIES 

:II z 
PLOT NO. 25511 LIMITED, PLOT NO. 25511 LIMITED, PLOT NO. 255/1 s: 
DADRA AND NAGAR HAVELI, DADRA AND NAGAR HAVEL!, DADRA AND NAGAR m 
INDIA INDIA I-lAVELI, INDIA z 

-f 
Packer: IPCA LABORATORIES LIMITED, Packer. IPCA LABORATORIES Packer: IPCA LABORATORIES G) 

PLOT NO. 25511 LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 255/1 ~ DADRA AND NAGAR HAVELI. DADRA AND NAGAR HAVELI, DADRA AND NAGAR m 
INDIA INDIA I-lAVELI, INDIA :j 

Laboratory: FPRC: IPCA LABORATORIES LIMITED, Labomlory: FPRC: IPCA LABORATORIES Laboratory: FPRC IPCA LABORATORIES Jl1 
PLOT NO. 25511 DADRA AND LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 255/1 1\) 
NAGAR HAVEL!, INDIA DADRA AND NAGAR HAVELI, DADRA AND NAGAR m 
SASS PHARMACEUTICAL INDIA HAVEL!, INDIA 0 
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SASS PHARMACEUTICAL 0 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, a INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA m 
PHARMACEUTICAL SERVICES, INSTITUTE FOR INSTITUTE FOR m 
SILVERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL :II 

SERVICES, SlLVERTONDALE, SERVICES, 1\) 

PRETORIA SILVERTONDALE, 0 .... 
PRETORIA .... 

FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES 
(PTY) lTD, SPRINGFIELD, (PTY) lTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD, 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

Shelf-life: 24 months (PI'l'.lllisional) Shelf-life: 24 months (Provisional) Shelf-lila: 24 months 
(Provisional) 

Date of regls1ralion: 5 AUGUST 2011 Data of registralion: 5 AUGUST 2011 Data of nogl!llration: 5 AUGUST 2011 



MRF 15 MRF15 

RegiSirl!llion rwmbef: 41120.1.1/1023 Regislmlion nurrD!I: 4112.91'1130 Regill1ralion number: 4112.1l11131 

Name of medicine: LEVOSTEl-500 Name of medicine: JURNISTA 8 mg Name of medicine: JURNISTA 16 mg 

Dosage loon: TABlET Dosage foon: TABlET Dosage form: TABlET 

Active ingredi&nlll: EACH TABlET CONTAINS: Active ingredients: EACH TABlET CONTAINS: Active Ingredients: EACH TABLET CONTAINS: 
lEVOFLOXACIN ~HCI 8,0mg Hydromorphone HCI 16,0 mg 
HEMIHYDRATE EQUIVAlENT 
TO lEVOFlOXACIN 500,0 mg 

Condftion!l of registration: 1,2,3,4,5,6, 7,8 Conditions of ~1: 1,2,3,4,5,6, 7 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 

Applicant: AUSTEll LABORATORIES Applicant JANSSEN PHARMACEUTICA Applicant JANSSEN 
(PTY) LTD (PTY}lTD PHARMACEUTICA(PTY) 

(/l LTD );! 
Manufacturer. IPCA LABORATORIES liMITED, Manufadurer. AUA CORPORATION. Manufac!urer: Al.ZA CORPORATION, !i PlOT NO. 25511 DADRA AND VACAVIllE, CAUFORNIA. USA VACAVILlE, CAliFORNIA, 

NAGAR HAVEL!, INOlA USA 
(/l 
;'\ 

Packer: IPCA LABORATORIES liMITED, Pac::kef: PSGA- ORTHO-MCNEil Pad<er: PSGA- ORTHQ-MCNEIL 0 
m 

PLOT NO. 25511 DADRA AND PHARMACEUTICAL INC., PHARMACEUTICAl INC., JJ 
NAGAR HAVEl!, INDIA MOUNTAINVIEW, MOUNTAINVIEW, )> 

CAUFORNIA, USA CAliFORNIA, USA z 
:i 

labomtory: FPRC: IPCA LABORATORIES LIMITED, Labolatofy: FPRC: JANSSEN PHARMACEUTICA Laboralo!y: FPRC JANSSEN IIJ 
PlOT NO. 25511 DADRA AND NV, BEERSE, BELGIUM PHARMACEUTICA NV, CD 

NAGAR HAVEU, INDIA BEERS E. BELGIUM 0 
SABS PHARMACEUTICAl " -1 
CHEMISTRY lABORATORY, 0 
GROENKLOOF, PRETORIA Ill 
INSTITUTE FOR m 
PHARMACEUTICAl SERVICES, Jl 
SllVERTONDAL.E, PRETORIA IIJ 

0 ...... 
FPRR: AUSTEll lABORATORIES FPRR: JANSSEN PHARMACEUTICA FPRFI: JANSSEN ...... 

(PTY) LTD, SPRINGFIELD, (PTY) l TO, WOODMEAD, PHARMACEUTICA (PTY) 
JOHANNESSURG SANDT ON LTD, WOODMEAD, 

SANDT ON 

SheN!e: 24 months (Provisional) Shelf.ilie:: 24monlhs Shelf.f'W. 24monlhs 

Date of regislralion: 5AUGUST 2011 Date of regislri6Jrl: 5 AUGUST 2011 Dale of regilltralion: 5 AUGUST 2011 
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Regislralion number: 41/2.9/1132 Reglstralion number. 41/2.911133 Registration number: 41/2.911136 ...... 
0 

Name of medldne: JURNISTA 32 mg Name of medicine: JURNISTA 64 mg Name of medicine: JURNISTA 4 mg 
1\) 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET 
Hydromorphone HCI32,0 mg Hydromorphone HCI 64,0 mg CONT AINS:Hydromorphone 

HCI 4,0mg 

Comfllions of regilllratil:ln: 1,2,3,4,5,6,7 Cond~ions of registration: 1' 2, 3, 4. 5, 6, 7 CondHions of registration: 1, 2, 3, 4, 5, 6, 7 

Appfant JANSSEN PHARMACEUTICA Applicant JANSSEN PHARMACEUTICA Applicant: JANSSEN 
G) 

(PTY) LTD (PTY) LTD PHARMACEUTICA (PTY) 0 LTD < 
Manufacturer. AL.ZA CORPORATION, Manufacturer: ALZA CORPORA Manufacturer: ALZA CORPORATION, 

m 
:D 

VACAVILLE. CALIFORNIA, USA TION, VACAVILLE. VACAVILLE, CALIFORNIA, z 
CALIFORNIA, USA USA !1:: 

m 
PaCker. PSGA- ORTHO-MCNEIL Packer. PSGA- ORTHO-MCNEIL Packer. PSGA- ORTHO-MCNEIL z 

PHARMACEUTICAL INC., PHARMACEUTICAL INC., PHARMACEUTICAL INC., -1 
MOUNTAINVIEW, CALIFORNIA, MOUNTAINVIEW, MOUNTAINVIEW, G) 

USA CALIFORNIA, USA CALIFORNIA, USA ~ 
Laboratory: FPRC: JANSSEN PHARMACEUTICA Laboratory. FPRC: JANSSEN PHARMACEUTICA Laboratory: FPRC JANSSEN m 

NV, BEERSE. BELGIUM NV, BEERSE, BELGIUM PHARMACEUTICA NV, :I 
BEERSE, BELGIUM p1 

FPRR: JANSSEN PHARMACEUTICA FPRR: JANSSEN PHARMACEUTICA FPRR: JANSSEN 
1\) 
0) 

(PTY) L TO, WOODMEAD, (PTY) L TO, WOODMEAD, PHARMACEUTICA (PTY) 0 
SANDT ON SAND TON L TO, WOODMEAD, (") 

SANDT ON -1 
0 

Sllelf-111&: 24months Sllelf-life: 24months Shelf-life: 24months lD 
m 

Date of regilllration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 :D 
1\) 
0 ... 



MRF 15 MRF15 

Registration number: 42!7.1.3/0027 Registration number: 42!7.1.3/0028 Registration number: 42!7 .1.310029 

Name of medicine: AUSTELL LOSARTAN CO Name Df medicine: AUSTOZMR-CO Name Df medicine: LORTAN-CO 
TABLETS 

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

Acli~~e Ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
EQUIVALENT TO EQUIVALENT TO EQUIVALENT TO 
LOSARTAN 50,0mg LOSARTAN 50,0mg LOSARTAN 50,0mg 
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12,5 mg 12,5 mg 12,5 mg 

Conditions Df regisllallon: 1, 2, 3, 4, 5, 6, 7 Condition!! Df regi*alion: 1,2,3,4,5,6, 7 Conditions of registration: 1, 2, 3, 4, 5, 6, 7 (/) 

Applicant: AUSTELL LABORATORIES Applk:anl: AUSTELL LABORATORIES Applicant: AUSTELL LABORATORIES ~ 
(PlY) LTD (PlY) LTD (PTY}LTD ~ 

Manufac:lurer. IPCA LABORATORIES LIMITED. Manufacturer; IPCA LABORATORIES Manufacturer: IPCA LABORATORIES (/) 

PLOT NO. 25511 DADRA AND LIMITED, PLOT NO. 25511 LIMITED, PLOT NO. 25511 6 
NAGAR HAVELI, INDIA DADRAAND NAGAR HAVELI, DADRA AND NAGAR m 

INDIA HAVELI, INDIA Jl 
)> 

Packer: IPCA LABORATORIES LIMITED, Packer: IPCA LABORATORIES Packer: IPCA LABORATORIES z 
PLOT NO. 25511 DADRA AND LIMITED, PLOT NO. 255/1 LIMITED, PLOT NO. 25511 .-1 
NAGAR HAVELI, INDIA DADRA AND NAGAR HA VELI, DADRA AND NAGAR ro 

(X) 
INDIA HAVELI, INDIA 

0 
Laborafoly: FPRC: IPCA LABORATORIES LIMITED, Laboratory: FPRC: IPCA LABORATORIES Laboratory: FPRC IPCA LABORATORIES :7\ 

PLOT NO. 255/1 DADRA AND LIMITED, PLOT NO. 25511 LIMITED, PLOT NO. 25511 a 
NAGAR HAVEU, INDIA OADRA AND NAGAR HAVELI, OADRA AND NAGAR m 
SASS PHARMACEUTICAL INDIA HAVELI, INDIA m 
CHEMISTRY LABORATORY, SABS PHARMACEUTICAL SASS PHARMACEUTICAL Jl 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, N 

0 INSTITUTE FOR GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA ... 
PHARMACEUTICAL SERVICES, INSTITUTE FOR INSTITUTE FOR 

..... 
SIL VERTONDALE, PRETORIA PHARMACEUTICAL PHARMACEUTICAL 

SERVICES, SILVERTONDALE, SERVICES, 
PRETORIA SILVERTON DALE, 

PRETORIA 

FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LABORATORIES FPRR: AUSTELL LAB ORA TORIES 
(PTY} L TO, SPRINGFIELD, (PlY) L TO, SPRINGFIELD, (PTY} L TO, SPRINGFIELD, 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

Shef-lire: 24 months SheJI.ife: 24 months Shefl.life: 24months 

Date of registnltlon: 5 AUGUST 2011 Oala of reglslrlllion: 5 AUGUST 2011 Date Df registration: 5 AUGUST 2011 z p 
(,) 
~ 
"-1 
0 
N 

!l 
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Registration number: 42120.1.210038 Regislnltion l1llrrbr. 42120.1.210039 Registration number; 42/20.1.210040 
~ 
-..I 
0 

Name of medicine: METPEN 125 Name af medicine: METPEN250 Name of medicine: AUSTELL- PEN VK 125 1\) 

Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL Dosage form: POWDER FOR ORAL 
SOLUTION SOLUTION SOLUTION 

Active ingredients: EACH 5,0 ml CONTAINS: Active ingredienls: EACH 5,0 ml CONTAINS: Active ingredients: EACH 5,0 ml CONTAINS: 
Phen~e~penkiUn Phenoxymethylpenlcillin Phenoxyrnethylpenicillin 
Potassium equivalent to Potassium equivalent to Potassium equivalent to 
PhenoxyrnethylpeniciUin Pllenoxymethylpenicillin Phenoxymethylpenicillin 
125,0 mg 250,0mg 125,0 mg 

Conditions of registralion: 1,2,3,4,5,6, 7, 8 Conditions af regisbalion: 1,2,3,4,5,6, 7,8 Conditions of registration: 1' 2, 3, 4, 5, 6, 7, 8 
(j) 
0 

Applicant AUSTELL LABORATORIES Applicant AUSTEll. LABORATORIES Applicant: AUSTELL LABORATORIES < m 
(PTY) LTD (PTY) LTD (PTY) LTD ll 

Manufacturer: IPCA LABORATORIES LIMITED, Manufacb.uer: IPCA LABORATORIES Manufacturer: IPCA LABORATORIES 
z 
s: 

GANDHIDHAM, GUJARAT, LIMITED. GANDHIDHAM, LIMITED, GANDHIDHAM, m 
INDIA GUJARAT,INDIA GUJARAT, INDIA z 

-1 
Packer; IPCA LABORATORIES LIMITED, Pac:kar: IPCA LABORATORIES Packer: IPCA LABORATORIES (j) 

GANDHIDHAM, GWARAT, LIMITED, GANDHIDHAM. LIMITED, GANDHIDHAM, )> 

INDIA GUJARAT, INDIA GUJARAT, INDIA N m 
Laboratory: FPRC: IPCA LABORATORIES LIMITED. l.aboralory: FPRC: IPCALABORATORIES Laboratory: FPRC IPCA LABORATORIES -1 

-1 
GANDHIDHAM. GUJARAT, LIMITED, GANDHIDHAM, LIMITED, GANDHIDHAM, !" 
INDIA GUJARAT,INDIA GUJARAT, INDIA 1\) 
SABS PHARMACEUTICAL SABS PHARMACEUTICAL SABS PHARMACEUTICAL IX! 
CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, 0 
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA () 
INSTITUTE FOR INSTITUTE FOR INSTITUTE FOR -1 
PHARMACEUTICAL SERVICES, PHARMACEUTICAL PHARMACEUTICAL 0 

m 
SILVERTONDALE, PRETORIA, SERVICES, SIL VERTONDALE, SERVICES, m 
RSA PRETORIA, RSA SILVERTONDALE, ll 

PRETORIA, RSA 1\) 
0 

FPRR: AUSTELL LABORATORIES FPRR: AUSTEll. LABORATORIES FPRR: AUSTELL LABORATORIES 
_. 

(PTY) LTD, SPRINGFIELD, (PTY) LTD, SPRINGFIELD, (PTY) L TO, SPRINGFIELD, 
JOHANNESBURG JOHANNESBURG JOHANNESBURG 

SheJI.Iife: 24 months (Prolllslonal) Shelf.llfe: 24 monlhs (Provisional) Shelf-life: 24 months 
(Provisional) 

Date of registrallol!: 5 AUGUST 2011 Date af mgisbation: 5 AUGUST 2011 Date of mgistration: 5 AUGUST 2011 



MRF 15 MRF15 MRF15 

Registration number. 42120.1.2/0041 Registration number. 42121.1210119 Registration number: 4212610152 

Name of medicine: AUSTELL • PEN VK 250 Name of medicine: ARIGOLINE 0,5 mg Name of medicine: EPICORD 10 

Dosage form: POWDER FOR ORAL Dosage farm: TABLET Dosage form: INJECTION 
SOLUTION 

Adive ingredients: EACH 5,0 ml CONTAINS: Adive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 1,0 ml SOLUTION 
Phenoxymelhylpenicillin CABERGOLINE 0,5mg CONTAINS: 
Potassium equivalent to EPIRUBICIN 
Phenoxymelhylpenicillin HYDROCHLORIDE 2.0 mg 
250,0 mg 

Condnions of registration: 1,2,3,4,5,6, 7,8 Condnions of registration: 1, 2, 3, 4, 5, 6, 7, 8 Cand~ions of registration: 1, 2, 3, 4, 5, 6, 7, 8 

Applicant: AUSTELL LABORATORIES Applicant: ARROW PHARMA SOUTH Applicant: ACCORD HEAL THCARE en 
(PTY) LTD AFRICA (PTY) LTD (PTY) LTD ~ Manufacturer. IPCA LABORATORIES LIMITED, Manufacturer: ARROW LABORATORIES, Manufacturer: I NT AS '-I 
GANDHIDHAM, GUJARAT, CROYDON SOUTH, VICTORIA, PHARMACEUTICALS, en 
INDIA AUSTRALIA MATODA, SANAND, A. 

0 
AHMEDABAD, INDIA m 

Packer. IPCA LABORATORIES LIMITED, Packer: ARROW LABORATORIES, Packer. INTAS 
J] 
)> 

GANDHIDHAM, GUJARAT, CROYDON SOUTH, VICTORIA, PHARMACEUTICALS, z 
INDIA AUSTRALIA MATODA, SANANO, :-1 

COBALT PHARMACEUTICALS AHMEDABAD, INDIA N 
INC., MISSISSAUGA, CANADA 

(ll 

DIVPHARM MANUFACTURING 0 
& PACKAGING (PTY) LTD, q 
LONGDALE, INDUSTRIA 0 

Laboratory: FPRC: IPCA LABORATORIES LIMITED, Laboratory: FPRC: COBALT PHARMACEUTICALS Laboratory: FPRC INTAS 
III 
m 

GANDJ-:IIDHAM, GUJARAT, INC., MISSISSAUGA, CANADA PHARMACEUTICALS, J] 

INDIA SEDEK AGRIKEM, MATODA, SANAND, N 

SABS PHARMACEUTICAL KAMEELDRIFT·EAST, AHMEDABAD, INDIA 0 

CHEMISTRY LABORATORY, PRETORIA CONSULTING CHEMICAL 
GROENKLOOF, PRETORIA LABORATORIES, 
INSTITUTE FOR ATLASVILLE, BOKSBURG 
PHARMACEUTICAL SERVICES, 
SILVERTONDALE, PRETORIA, 
RSA 

FPRR: AUSTELL LA BORA TORIES FPRR: ARROW PHARMA SA (PTY) FPRR: ACCORD HEAL THCARE, 
(PTY) L TO, SPRINGFIELD, L TO, WOODMEAD RIVONIA, RSA 
JOHANNESBURG 

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

Date at registration:. 5 AUGUST 2011 Date at registration: 5 AUGUST 2011 Date at registration: 5 AUGUST 2011 z 
!=> 
w 
~ 
'-1 
0 
N 

w 
CD 
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Regislnation number. 4212610153 Registration number. 42121.1210246 
t.l 

Registration number: 42l7.1.3/0288 "" -.J 
Name of medicine: ACCORD EPIRUBICIN 10 Name of medicine: PROSTERID Name of medicine: SARTOC 100125 mg 0 

1\) 

Doliage form: INJECTION Dosage form: TABLET Dosage form: TABLET 

Active ingredients: EACH 1,0 ml SOLUTION CONTAINS: Acti>llll ingredients: EACH TABLET CONTAINS: Aclive ingredients: EACH TABLET CONTAINS: 
EPIRUBICIN HYOROCHLORIDE FINASTERIDE 5,0mg LOSARTAN POTASSIUM 100,0 
2,0mg mg 

HYDROCHLOROTHIAZIDE 25,0 
mg 

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

Applicant 
ACCORD HEAL THCARE (PlY) LTD 

Applicant: PHARMAPLAN (PTY) L m Applicant: PHARMACARE LIMITED 
G) 

Manufacturer: INTAS PHARMACEUTICALS, TODA, Manufacturer. GIDEON RICHTER LTD, Manufacturer: PHARMATHEN SAATTIKIS, 0 
SANAND. AHMEDABAD, INDIA BUDAPEST, HUNGARY GREECE < 

PHARMACARE LIMITED, PORT m 
EUZABETH, SA Jl 
ASPEN PHARMACARE, EAST z 
LONDON (PTY) L TO. WILSONIA. s: 
EASTLONDON,RSA m z 

Packer. INTAS PHARMACEUTICALS, Packer: GIDEON RICHTER LTD, Packer. PHARMATHEN S.A. ATTIKIS, -1 
MATODA, SANAND, AHMEDABAD, BUDAPES~HUNGARY GREECE G) 
INDIA PHARMACARE LIMITED, PORT )> 

ELIZABETH, SA N 
ASPEN PHARMACARE EAST m 
LONDON (PTY) LTD, WILSONIA, ::j 
EAST LONDON, RSA rn 

Laboratory: FPRC: !NTAS PHARMACEUTICALS, Laboratory: GIDEON RICHTER LTD, Laboratory: FPRC PHARMATHEN SA ATTIKIS, 1\) 

MA TODA. SANAND, AHMEDABAD, FPRC: BUDAPEST, HUNGARY GREECE CD 
INDIA CONSUL TlNG CHEMICAL PHARMACARE LIMITED, PORT 0 
CONSUL TlNG CHEMICAL LABORATORIES, A TLASVILLE, ELIZABETH, SA (") 
LABORATORIES, An.AS\IUE, BOKSBURG ASPEN PHARMACARE, EAST d BOKSBURG LONDON (PTY) LTD, WILSONIA, 

EAST LONDON, RSA OJ 
SASS PHARMACEUTICAL m 
CHEMISTRY LABORATORY, Jl 
GROENKLOOF, PRETORIA 1\) 

RESEARCH INSTITUTE FOR 0 .... 
INDUSTRIALPHARMACY, .... 
NORTH WEST UNIVERSITY, 
POTCHEFSTROOM,RSA 

FPRR: ACCORD HEAL THCARE. RIVONIA, FPRR: PHARMAPLAN (PTY) L TO, FPRR: PHARMACARE LIMITED, PORT 
RSA MIDRAND, RSA EUZABETH. RSA 

ASPEN PHARMACARE EAST 
LONDON (PTY) L TO, WILSONIA, 
EAST LONDON, RSA 
PHARMACARE L TO, 
WOODMEAD, RSA 

Shelf-life: 24 months (Provisional) SheiJ.Iiflt: 24months Sheif-llflt: 24months 

Date of registralion: 5 AUGUST 2011 Date of regislralion: 5AUGUST2011 Date of registration: 5AUGUST2011 



MRF15 MRF 15 

Regiorralltm num~>ec 42/11.4.:W313 Reglstrallon rwmber. 4212.6.510330 Regialratian number. 4212.6.510331 

N"""' of medicine: ASPEN PANTOPRAZOlE IV Name of M'le(lidne: AUROPERDAL 0,5 rng Name of medicine: AUROPERDAL 1 rng 

Dosage form: POWOER FOR SOLU110N FOR Ooallge form: 
INJECTION 

TABLET O!Jsage lbrm: TABLET 

Active inQf1ldienls: EACH VIAL CONTAINS: Ac:tiv<!l ingntclients: EACH TABLET CONTAINS: AcUve ing.redienls: EACH TABLET CONTAINS: 
PANTOPRAZOLE SODIUM RISPERIDONE 0.5 "'ll RISPERIOONE 1,0mg 
SESQUIHYORA TE 
EQUIVALENT TO PANTOPRAZOLE 40,0 
mg 

Canditlano of nogiO!mtlon: 1. 2,3. 4, s.a. 7, a Conditions of regll!ra.Uon: 1.2.3,4.5,6, 7.8 Conditlorts ol r&(lis!ration: 1, 2, 3, 4, 5, B, 7, B 

Applicant: PHARMACARE LIMITED Applicant: AUROBINOO PHARMA (PTY) LTD Applicant: AUROBINDO PHARMA (PTY) LTD 

Manull!<:IU""r. LABIANA PHARMACEUTICALS, SJ .. U. Manull!c.tuntr AIJROBINOO PHARMA LTD, UNIT Ill Mllllulac.turer: AUROBINDO PHARMA LTD, UNIT Ill en 
BARCELONA. SPAIN OUTHUBULLAPUR MANOAL. f!ANGA QUTHIJBULLAPIJR MANOAL, RANGA 

~ REDDY, ANDHRA PRADESH. INDIA REDDY, ANDHRAPRADESH,INDIA 

Paololr. LABIANA PHARMACEUTICALS, S.LU, P-r. AUROBINDO PHARMA LTD, UNIT Ill p~ AUROBINDO PHARMA LTD, UNIT Ill ~ 
BARCELONA. SPAIN QUTHUBIULLAPUR MANOAL RANGA OIJTHUBULLAPIJR MANDAL. RANGA en 
PHARMACARE LIMITED, KORSTEN, PORT REDIDY, ANOHRA PRADESH, INDIA REDDY, ANOHRA PRADESH, INDIA :A 
EUZABETI-I, RSA 0 ASPEN PHARMACARE EAST LONDON m (PTY) LTD, WLSONIA. EAST LONDON, :0 RSA > 

Lab<lratoly: FPRC: LABIANA PHARMACEUTICALS, S.LU, Labo~ FPRC AIJROSINOO PHARMA LTD, UNIT Ill Laborel!lry: FPRC AUROBINDO PHARMA LTD, UNIT Ill z 
BARCELONA, SPAIN QUTHUBUULAPUR MANOAL RANGA QUTHUBUULAPUR MANDAL, RANGA _-1 
PHARMACARE UMITED. PORT REDDY, ANDHRA PRADESH, INDIA REDDY, ANOHRA PRADESH, INDIA I\) 
ELIZABETH, SA Q) 
ASPEN PHARMACARE, EAST LONDON 

0 (PTY) L TO, WILSONIA, EAST LONDON, 
RSA 

~ SASS PHARMACEUTICAL CHEMISTRY 
LABORATORY, GROENKLOOF, PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL CD 
PHARMACY, NORTIH WEST LINIVERSITY, m 
POTCHEFSTROOM, RSA :0 

FPRR: PHARMACARE LIMITED, PORT FPRR: AUROSINDO PHARMA. MEYERSOAL FPRR: AUROBINOO PHARMA. MEYERSOAL I\) 

ELIZABETH, RSA JOHANNESBURG JOHANNESBURG 0 ..... 
ASPEN PHARMACARE EAST LONDON 
(PTY) l TO, WILSONIA, EAST LONOON, 
RSA 
PHARII1ACARE LTD, WOOOMEAD, RSA 

Shefl'life: 24 mordhs (PI'D\'IsiOnal) Shelf..li!<o: 24 monll1a (Prtwisional) ~: 24 monlhs (Provlolonal) 

Oeteofr&(liS!Illticln: 5AUGUST2011 Dele of mgilllrallon: 5 AUGUST2011 Dele of ntglatnllion: S AUGUST 2011 
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Registration number. 4212.6.510332 Registration nutnber. 42/2.6.5/0333 Registration number. 42/2.6.510334 '-.1 
0 

Name of medicine: AUROPERDAL 2 mg Name of mediCine: AUROPERDAL 3 mg Name of medicine: AUROPERDAL 4 mg 
1\J 

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 2,0mg 

RISPERIDONE 3,0mg 
RISPERIDONE 4,0mg 

Condillons of registration: 1,2,3,4,5,6, 7, B Condi!lons of registration: 1, 2, 3, 4, 5, 6, 7, B Conditlons of registration: 1, 2, 3, 4, 5, 6, 7, B 

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

G) 
Manufacturer: AUROBINDO PHARMA LTD, Manufacturer. AUROBINDO PHARMA LTD, Manufacturer: AUROBINDO PHARMA LTD, 0 

UNIT Ill QUTHUBULLAPUR UNIT Ill QUTHUBULLAPUR UNIT Ill QUTHUBULLAPUR < 
MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, 

m 
ll 

ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA z 
Packer: AUROBINDO PHARMA L TO, Packer: AUROBINDO PHARMA LTD, Packer: AUROBINDO PHARMA LTD, 

~ 
m 

UNIT Ill QUTHUBULLAPUR UNIT Ill QUTHUBULLAPUR UNIT Ill QUTHUBULLAPUR z 
MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, MANDAL, RANGA REDDY, -1 
ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH, .INDIA G) 

)> 
Laboratory: FPRC: AUROBINDO PHARMA LTD, Laboratory: AU ROB INDO PHARMA L TO, Labcratory: FPRC AUROBINDO PHARMA L TO, N 

UNIT Ill QUTHUBULLAPUR FPRC: UNIT Ill QUTHUBULLAPUR UNIT Ill QUTHUBULLAPUR m 
MANDAL, RANGA REDDY, MANDAL, RANGA REDDY. MANDAL, RANGA REDDY, ::j 
ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA ANDHRA PRADESH, INDIA .!T1 

FPRR: AUROBINDO PHARMA, FPRR: AUROBINDO PHARMA, FPRR: AUROBINDO PHARMA, 1\J 
CD 

MEYERSDAL, JOHANNESBURG MEYERSDAL, MEYERSDAL, 0 
JOHANNESBURG JOHANNESBURG (') 

-1 
Shelf-IHe: 24 months (Provisional) Shelf-tile: 24 months (Provisional) Shelf-tHe: 24months 0 

(Provisional) ID 
m 

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 ll 
1\J 
0 ... 



MRF15 

R&gilltniltion number: 

Nlllll'lof medicine: 

Dosage fonn: 

Adille ingredients: 

Conditions of registration: 

AppOcant: 

Manufaclul'l!r: 

Labonitory: FPRC: 

FPRR: 

Shel-life: 

Date of registration: 

42120.1.1/0506 

CIPLA AZJTHROMYCIN 500 

TABLET 

EACH TABLET CONTAINS: 
Azilhromyein dihydrme equivalent to 
Azilhromyein SOO,Omg 

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

CIPLA LIFE SCIENCES {PTY) LTD 

CIPLA LTD, UNIT VII, VERNA, GOA. 
INDIA 

CIPLA LTD, UNIT VII, VERNA, GOA, 
INDIA 

CIPLA LTD. UNIT VII, VERNA, GOA, 
INDIA 

CIPLA LIFE SCIENCES (PTY) LTD, 
ROSENPARK. BELLVILLE, SOUTH 
AFRICA 

24 months {Provisional) 

5 AUGUST 2011 

MRF15 

Registration 111.1111ber: 

Name of medicine: 

DONgafonn: 

Adive ingredients: 

Cond~ions of registration: 

Appiican1: 

Manuf8clurer: 

Laboralo!y: 
FPRC: 

FPRR: 

SheiHife: 

Date of registration: 

4217.1.310519 

ASPEN LABETALOL 

SOLUTION FOR INJECTION 

EACH VIAL CONTAINS: 
LABETALOL HCI 5,0mg 

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

PHARMACARE LIMITED 

STRIDES ACROLAB LIMITED, 
BANGALORE. INDIA 

STRIDES ACROLAB LIMITED, 
BANGALORE, INDIA 
PHARMACARE LIMITED, PORT 
ELIZABElH, SA 
ASPEN PHARMACARE EAST 
LONDON (PTY) LTD. WILSONIA, 
EAST LONDON. RSA 

STRIDES ACROtAB LIMITED, 
BANGALORE, INOlA 
PHARMACARE LIMITED, PORT 
ELIZABETH, SA 
ASPEN PHARMACARE, EAST 
LONDON {PTY) LTD, WILSON lA, 
EAST LONDON, RSA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
POTCHEFSTROOM, RSA 
SABS PHARMACEUTICAL 
CHEMISTRY lABORATORY, 
GROENKLOOF, PRETORIA 

PHARMACARE LIMITED, 
KORSTEN, PORT ELIZABETH, RSA 
ASPEN PHARMACARE EAST 
LONDON, WILSONIA, EAST 
LONDDN,RSA 
PHARMACARE LIMITED, 
WOODMEAD. SANDTDN 

36 months 

5 AUGUST 2011 

MRF 15 

Registration number: 

Name of medicine: 

Dosage fonn: 

Adive ingredients: 

CondKions of registration: 

Applicant 

Manu18clurer. 

Pad<er: 

Laboralorf: FPRC 

FPRR: 

Shelf-life: 

Date of registnstion: 

4Z/20.1.1l0&32 

LINTRIP 250 

TABLET 

EACH TABLET CONTAINS: 
LEVOFLOXACIN 
HEMIHYDRATE EQUIVALENT 
TO LEVOFLOXACIN 250,0 mg 

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

DR REDDY'S LA BORA TORIES 
(PTY)LTD 

DR REDDY'S lABORATORIES 
LTD.No41,QUTHUBUULAPUR 
MANOAL, RANGA REDDY 
DISTRICT, ANDHRA PRADESH, 
INDIA 

DR REDDY'S LABORATORIES 
LTD,No41,QUTHUBULLAPUR 
MANDAL, RANGA REDDY 
DISTRICT, ANDHRA PRADESH, 
INDIA 
ORA PHARMACEUTICALS, 
IRENE, CENTURION 

DR REDDY'S LAHBORATORIES 
LTD, No 41, QUTUSULLAPUR 
MANDAL. RANGA REDDY 
DISTRICT, ANDHRA PRADESH, 
INDIA 
RESEARCH INSTITUTE FOR 
INDUSTRIAL PHARMACY, 
NORTH WEST UNIVERSITY, 
POTCHEFSTROOM 

DR REDDY'S LABORATORIES, 
MURRAYFIELD, PRETORIA 

24 month$ (Provisional) 

5 AUGUST 2011 
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MRF15 MRF15 MRF15 
p 
w 

Reglalralion number: 42/20.1.110633 Reglstl1llion number. 42120.1.110642 Registration number: 42120.2.810696 ~ 
-...1 

Name of mea!Cine: LINTRIP500 Name al medicine: GULF CEFUROXIME 1 500 Name al medicine: CIPLA NELFINAVIR 
0 
1\J 

Dosagefonn: TABLET Dosage lbnn: INJECTION Dosage fonn: TABLET 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LEVOFLOXACIN HEMIHYDRATE CEFUROXIME SODIUM NELFINAVIR MESYLATE 
EQUIVALENT TO LEVOFLOXACIN EQUIVALENT TO EQUIVALENT TO 
500,0mg CEFUROXIME 1 500,0 mg NELFINAVIR 250.0 mg 

Conlfilions of regislnltion: 1, 2. 3. 4, 5, a, 1. a Conditions of registration: 1,2,3,4,5,6, 7,8 CCllldillons of registration: 1, 2, 3, 4, 5, 6, 7, 6 

Applicant: DR REDDY'S LABORATORIES (PlY) Applicant: GULF DRUG COMPANY (PTY} L TO Applicant: CJPLA MEDPRO (PlY) L TO 
LTD G) 

Manufacturer: DR REDDY'S LABORATORIES LTD, Manufaelurer: LABORATORIO REIG JOFRE, Manufacturer. CFLALTD, UNIT Ill, VERNA, 0 
< No 4, QUTHUBULLAPUR MANDAL, TOLEDO, SPAIN GOA. INDIA m 

RANGA REDDY DISTRICT, ANDHRA ::D 
PRADESH, INDIA z 

Packer: DR REDDY'S LABORATORIES LTD, Packer. LABORATORIO REIG JOFRE, Packer: CIPLA LTD, UNIT Ill, VERNA, 3: 
m No 4, QUTHUBULLAPUR MANDAL, TOLEDO, SPAIN GOA, INDIA z 

RANGA RBJDY DIS'miCT, ANDHRA DIVPHARM MANUFACTURING & -1 
PRADESH, INDIA PACKAGING, LONGDALE, 

G) ORA PHARMACEUTICALS, IRENE. JOHANNESBURG 
CENTURION TECHNIKON LABORATORIES, ~ 

ROBERTVIUE, FLORIDA, RSA m 
Laboratory: FPRC: DR REDDY'S LABORATORIES LTD, Laboratoty: LABORATORIO REIG JOFRE, Laboraloly: FPRC CFLA L TO, UNIT Ill, VERNA, ~ 

No4, QUTHUBULLAPUR MANDAL, FPRC: TOLEDO, SPAIN GOA, INDIA J11 
RANGA REDDY DIS'miCT. ANDHRA SABS PHARMACEUTICAL 

1\J PRADESH, INDIA CHEMISTRY LABORATORY, OJ 
RESEARCH INsnnJTE FOR GROENKLOOF, PRETORIA 

0 INDUSTRIAL PHARMACY, NORTH CONSULTING CHEMICAL 
VIlEST UNIVERSITY, LABORATORIES, A TLASVIUE, () 

POTCHEFSTROOM BOKSBURG a PHARMA-0 (PTY) LTD, OJ 
INDUSTRIAL WEST, m 
JOHANNESBURG ll 
INSTITUTE FOR 1\J 
PHARMACEUTICAL SERVICES, 0 
SILVERTONDALE, PRETORIA. RSA 

_. _. 
CONSULTING MICROBIOLOGICAL 
LABORATORY(PTY) LTD, 
BEYERSPARK, RSA 

FPRR: DR REDDY'S LABORATORIES, FPRR: GULF DRUG COMPANY (PTY) LTD, FPRR: CIPLA MEDPRO, ROSENPARK, 
MURRAYFIELD, PRETORIA MOUNT EDGECOMBE, DURBAN BELLVIUE 

She!f~ite: 24 months (Provisional) Shelf-lite: 24 months (Provisional) Shelf-life: 24 months (Provisional} 

Date a1 regislralion: 5 AUGUST 2011 Date of regisltalion: 5AUGUST2011 Date of registration: 5 AUGUST 2011 



MRF 15 MRF15 MRF 15 

Registration number: 42fT .1.3/0723 Registration number: 42f7 .1.310724 Reglstralion number. 4217.1.310725 

Name of medicine: CIPLAZAR CO 5011.2,5 Name of medidn e: CIPlAZARCO 100125 Name of medicine: CIPLA-LOSARTAN AND 
HYDROCHLOROTHIAZIDE 
50112,5 

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

Adive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
LOSARTAN POTASSIUM LOSARTAN POTASSIUM LOSARTAN POTASSIUM 
50,0mg 100,0 mg 50,0mg 
HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE HYDROCHLOROTHIAZIDE 
12,5 mg 25,0mg 12,5 mg 

Comfrtions of regislrllt!on: 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 en 
Applicanl: CIPLA MEDPRO (PTY) L TO Applicant: CIPLA MEDPRO (PTY) L TO Applicant: CIPLA LIFE SCIENCES (PTY) ~ 

LTD ~ 
Manufac1urer: CIPLA L TO, PATALGANGA, MMufac1urer: CIPLA LTD, PATALGANGA, Manufaclurer: CIPLA LTD, PATALGANGA, en 

RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, A 
0 INDIA INDIA INDIA m 

EMCURE PHARMACEUTICALS EMCUREPHARMACEUTICALS EMCURE PHARMACEUTICALS ll 
L TO, HINJWADI, PUNE. INDIA L TO, HINJWADI, PUNE. INDIA LTD, HINJWADI. PUNE. INDIA )> 

z 
Pacl<er: CIPLA LTD, PATALGANGA, Packer: CIPLA L TO, PATALGANGA, Pacl<er: CIPLA LTD, PATALGANGA, :-1 

RAIGAD, MAHARASHTRA. RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, f\) 

INOlA INDIA INDIA CD 

EMCUREPHARMACEUTICALS EMCURE PHARMACEUTICALS EMCURE PHARMACEUTICALS 0 
L TO, HINJWADI, PUNE. INDIA L TO, HINJWADI, PUNE, INDIA LTD, HINJWAOI, PUNE, INDIA A 

d Labo1111D!y: FPRC: CIPLA LTD, PATALGANGA, l.abora(ory: FPRC: CIPLA LTD, PATALGANGA, l.aboraftlry: FPRC CIPLA L TO, PATALGANGA, m 
RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, RAIGAD, MAHARASHTRA, m 
INDIA INDIA INDIA ll 
EMCURE PHARMACEUTICALS EMCUREPHARMACEUTICALS EMCURE PHARMACEUTICALS f\) 

L TO, HINJWADI, PUNE, INDIA L TO, HINJWADI, PUNE, INDIA L TO, HINJWADI, PUNE, INDIA 0 ..... 
FPRR: CIPLA MEDPRO, ROSENPARK. FPRR: CIPLA MEDPRO, ROSENPARK, FPRR: CIPLA LIFE SCIENCES, 

BELLVILLE BELLVILLE ROSENPARK, BELLVILLE 

Shelf.4illll: 24 months (Provisional) Shelf-lillll: 24 months (Provisional) Shell .fife: 24 month& 
(Provl&lonal) 

Dele of regist!alion: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 
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Registration nurnbef: 42!7.1.310726 Registration numb&r: 42/1.2/0789 Registration number. 
.,. 

42/26/0897 -...1 
0 

Name of medicine: CIPLA-LOSARTAN AND Name of medicine: STRA TTERA 80 mg Name of medicine: EPICORDSO I'll 

HYDROCHLOROTHIAZIDE 
100125 

Dosage form: TABLET Dosage form: CAPSULES Dosage form: INJECTION 

Active ingredients: EACH TABLET CONTAINS: Adlve ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH 1,0 ml SOLUTION 
LOSARTAN POTASSIUM ATOMOXETINE 80,0 mg CONTAINS: 
100.0 mg EPIRUBICIN 
HYDROCHLOROTHIAZIDE HYDROCHLORIDE 2,0mg 
25,0 mg G> 

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 
0 
< 

Applicant: CIPLA LIFE SCIENCES (PTY) Applicant Ell LILLY SA (PTY) L TO Applicant ACCORD HEAL THCARE 
m 
:0 

LTD (PTY) LTD z 
~ 

Manufacturer: CIPLA L TO, PATALGANGA, Manufacturer: LILLY Del CARl BE INC., Manufacturer. INTAS m 
RAIGAD. MAHARASHTRA, CAROLINA, PUERTO RICO PHARMACEUTICALS. z 
INDIA MATODA, SANAND, -i 

EMCUREPHARMACEUTICALS AHMEDABAD, INDIA G> 
LTD, HINJWADI, PUNE, INDIA f:j 

Packer: CIPLA LTD, PATALGANGA, Packer. LILLY SA, ALCOBENDAS, Packer. INTAS 
m 

RAIGAD, MAHARASHTRA, MADRID, SPAIN PHARMACEUTICALS, ~ 
INDIA MATODA, SANAND, ,!11 
EMCURE PHARMACEUTICALS AHMEDABAD, INDIA 1\) 

LTD, HINJWADI, PUNE, INDIA lXI 

0 
Laboralory: FPRC: CIPLALTD, PATALGANGA, Laboratory: FPRC: ULLY Del CARIBE INC., Laboratory: FPRC INTAS (') 

RAIGAD, MAHARASHTRA, CAROLINA. PUERTO RlCO PHARMACEUTICALS, -i 
INDIA LILLY SA, ALCOBENDAS, MATODA, SANAND, 0 

Ill 
EMCUREPHARMACEUTICALS MADRID, SPAIN AHMEDABAD, INOlA m 
LTD, HINJWADI, PUNE,INDIA SABS PHARMACEUTICAL CONSULTING CHEMICAL :0 

CHEMISlRY LABORATORY, LABORATORIES, I'll 
GROENKLOOF, PRETORIA A TLASVILLE, BOKSBURG 0 .... .... 

FPRR: CIPLA UFE SCIENCES, FPRR: Ell LILLY SA (PTY) L TO, FPRR: ACCORD HEAL THCARE, 
ROSENPARK. BELLVILLE BRYANSTON, SOUTH AFRICA RIVONIA, RSA 

SheiHife: 24 months (Pmvisiollal) Shelf-life: 36 months Shalf:.lil'e: 24 months 
(Provisional} 

Dale of regislrlllion; 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dam of regllitrafion: 5 AUGUST 2011 



MRF15 MRF15 MRF 15 
R~number. 4212610900 Regl-nurnl!e<: 42/7.1.3/1066 Regislnlll<>n number. 4217.1.311069 

Name of-: ACCORD EPIRUBICIN 50 Name of rnedlc;lne: ZARTAN CD 50112,5 Name of medldna: ZART AN CO 1110125 

Doeage!Mn: INJECTION Oosagal<>rm: TABlET Dosage 1o1m; TABLET 

Al:llve ingnldkml£: EACH 1,0 ml SOLUTION CONTAINS: 1\c:tive ingredilllll!S: EACH TABLET CONTAINS: Al:llve ingredients: EACH TABLET CONTAINS: 
EPIRUBICIN HYDROCHLORIDE 2,0mg LOSARTAN POTASSIUM EQUIVALENT LOSARTAN POTASSIUM 

TDLOSARTAN 50,0 mg EQUIVALENT TO 
HYDROCHLOROTHIAZIDE 12.5 mg LOSARTAN 101l,Omg 

HYDROCHLOROTHIAZIDE 25,0 mg 

Condition& of ~tion: 1, 2, 3,4, 5,6, 7, 8 Conditions of mgis-: 1. 2. 3, 4. s, a. 7. a Conditions or reglslnioon: 1, 2. 3,4, 5, 6,7, B 

Aj>plil:ant: ACCORD HEAL THCAAE (PTY) L TO ApiJiicant PHARMA DYNAMICS (PTY) L TO Applicant PHARMA DYNAMICS (PTY) LTD 

ManufiiCIIJ...-: INTAS f'tiARMACEUTICALS. MATDDA. ManufiiCIIJrer: LABORATORIES LICDNSA SA, Manufacture.: LABORATORIESLICONSASA. 
SANAND. AHMEDABAD, INDIA AZUQUECA DE HENARES AZUQUECA DE HENARES 

(GUADALAJARA), SPAIN (GUADALAJARA), SPAIN (/) 

Packer: INTAS PHARMACEUTICALS, MATDOA, Pad<.er. LABORATORIES UCDNSAS.A., Packer. LABORATORIES LICONSASA. ~ &ANAND. AHMEDABAD. INOlA AZUQUECA DE HENARES AZUQUECA DE HENARES 
(GUAOALAJARA), SPAIN (GUADAlAJARA), SPAIN oi DIVPHARM MANUFACruRING & DIVf'tiARM MANUFACTURING & 
PACKAGING (PTY) LTD, LONGDALE, PACKAGING (PlY) LTD. LONGDALE. 

" INDUSTRIA INDUSTRIA 0 TECHNII<ON LABORATORIES (PTY) LTD, TECHNIKON LABORATORIES IPTY) m ROBERTVII.LE, FLORIDA RSA LTD, ROBERNILLE. FLORIDA. RSA JJ PHARMACEUTICAL ENTERPRISES (PTY) PHARMACEUTICAL ENTERPRISES 
l TO, MORNINGSIDE DRIVE, N'DASENI. (PTY) L TO, MORNINGSIDE DRIVE. > 
PINELANOS N'OABENI, PINELAND$ z 

.:-t 
l.aboraloly: FPRC: INTAS PHARMACEunCALS. MATODA. Leboretory: FPRC: LABORATORIES LICONSA SA, Lllbore!Dry: FPRC LABORATORIES LICONSA SA, 1\l SANANO, AHMEOABAO, INDIA AZUQUECA DE HENARES AZUOUECA DE HENARES Ol CONSULTING CHEMICAL (GUAOALAJARA), SPAIN (GUADAlAJARA), SPAIN 

LABORATORIES, A TI.ASI/Ill.E, OR. ECHEVARNE S.A., BARCELONA. OR. ECHEVARNE S.A. BARCELONA. 0 
BOKSEIURG SPAIN SPAIN a IOIFARMA, IOIFARMA. 

OESARROLLOFARMACEunCD S.L, DESARROLLOFARMACEunCD S.L, 
NAVARRA. SPAIN NAVARRA. SPAIN 0:1 
CDNSULnNG CHEMICAL CONSULTING CHEMICAL m 
I.Al!ORATORIES, ATIAIMLLE, lABORATORIES, ATI.AS\IILLE, JJ 
BOKSBURG BOKSB\.IRG 

1\l 
FPRR: ACCORD HEALTHCAAE, RIVONIA. RSA FPRR: F'HARMA DYNAMICS (PTY) l TO, FPRR: PHARMA DYNAMICS (PTY) LTO, 0 .... 

SilVERWOOD. WESTlAI<E, RSA SILVERWOOD. WESTLAKE, RSA .... 

SlleJI.IIIe: 24 months (Ptoviaional) Sl!ell-life: 24month8(~ ~ 24 - (l'l'l:NIIionaQ 

Dalla at~: 5 AI.IGUST 2011 Date at ragJatrallon: 5 AUGUST 2011 Dallilot~ 5 AI.IGIJST 2011 
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Regialration number. 4312610009 Registration number. 43/21 '1210073 Registration number: 431261'01115 
~ 
-...! 
0 

Name af medicine: TEVA-FLUDARABINE 25 Name of mediclne: ANASTROZ.OLE SANDOZ 1 mg Name of medicine: EXIPLAT 50 mg 1\) 

Dosage form: CONCENTRATE FOR SOLUTION Dosage ronn: TABLET Dosage form: POWDER FOR SOLUTION FOR 
FOR INJECTION OR INFUSION INFUSION 

Active ingrecflEints: EACH VIAL CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
FLUDARABINE PHOSPHATE ANASTROZOLE 1,0mg OXALIPLATIN 50,0mg 
50.0 mg/2ml 

Conditions of registration: 1, 2. 3, 4, s. e. 7 Conditions of registration: 1. 2, 3, 4, s. e. 7. a Cond~ions of 11!1Qis1ration: 1, 2, 3,4, 5,6, 7 

Applicant TEVA PHARMACEUTICALS (PTY) Applicant SANDOZ SA (PlY) LTD Applicant: PHARMAPlAN (PTY) LTD 
LTD G) 

Manufacturer: PHARMACHEMIE B.V., HAARLEM, Manufacturer: SALUTAS PHARMAGmbH. Manufacturer: SUN PHARMACEUTICAL 0 
< THE NETIHERLANDS BARLEBEN,GERMANY INDUSTRIES LTD m 

DISTRICT PANCHMAHAL, Jl 
GUJARAT, INDIA z 

Packer. PHARMACHEMIE B.V .. HAARLEM. Packer: SALUTAS PHARMA GmbH, Pac;l(er: SUN PHARMACEUTICAL 3:: 
m 

THE NETHERLANDS BARLEBEN, GERMANY INDUSTRIES LTD DISTRICT z 
SANDOZ SA (PlY) LTD, SPARTAN, PANCHMAHAL, GUJARAT, -i 
KEMPTON PARK INDIA G) 

laboratory: FPRC: PHARMACHEMIE B.V .. HAARLEM. Laboratory: FPRC: SALUTAS PHARMA GmbH. laboratory: FPRC SUN PHARMACEUTICAL )> 
N THE NETHERLANDS BARLEBEN,GERMANY INDUSTRIES L TO DISTRICT m 

CONSULTING CHEMICAL SANDOZ SA (PlY) L TO, SPARTAN, PANCHMAHAL, GUJARA T, ::j LABORATORIES (PTY) L 10, KEMPTON PARK INDIA 
ATLASVILLE. BOKSBURG SABS PHARMACEUTICAL CONSULTING CHEMICAL _m 
INSTITUTE FOR PHARMACEUTICAL CHEMISTRY LABORATORY, LABORATORIES, ATLASVIllE, 1\) 
AND CHEMICAL SERVICES, GROENKLOOF, PRETORIA BOKSBURG Cll 
SILVERTONDAILE, PRETORIA 0 RESEARCH INSTITUTE FOR 0 INDUSTRIAL PHARMACY, NORTH -i 
\NEST UNIVERSITY, 0 
POTCHEFSTROOM III 
SABS PHARMACEUTICAL m 
CHEMISTRY LABORATORY, JJ 
GROENKLOOF, PRETORIA 1\) 

0 
FPRR: TEVA PHARMACEUTICALS (PTY) FPRR: SANDOZ SA (PTY) L TO, SPARTAN, FPRR: PHARMAPLAN (PTY) LTD, ..... 

L TO, ROOOEPOORT, GAUTENG KEMPTON PARK MIDRANO, SOUTH AFRICA 
..... 

She!Hife: 24 months at 2 - a •c Sha!Hife: 24 monlhs (Provisional) Shelf-life: 36monlha 

Date of registration: 5 AUGUST 2011 Date of regisllation: 5 AUGUST 2011 Data of ll!lgistration: 5 AUGUST 2011 



MRF 15 MRF15 MRF 15 

Registration number: 4312610165 Registration number: 43111.10/0195 Registration number. 43111.1010196 

Name of medicine: EXIPLAT 100 mg Name of medicine: SALOFALK 500 mg Name of medicine: SALOFALK 1 000 mg 

Dosage fonn: PO\MlER FOR SOLUTION FOR Dosage form: GRANULES Dosage form: GRANULES 
INFUSION 

Ac;live ingredients: EACH VIAL CONTAINS: Ac;tive ingredients: EACH SACHET CONTAINS: Ac;live ingredienls: EACH SACHET CONTAINS: 
OXALIPLATIN 100,0 mg MESALAZINE 500,0 mg MESALAZINE 1 000,0 mg 

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

AppHcant: PHARMAPLAN (PTY) lTD Applicant: ORPHAN SA PHARMACEUTICALS Applicant: ORPHAN SA 
(PTY) LTD PHARMACEUTICALS (PTY) LTD 

Manufacturer. SUN PHARMACEUTICAL Manufac;lurar: LOSAN PHARMA GmbH, Manufacturer. LOSAN PHARMA GmbH, 
INDUSTRIES l TO NEUENBURG,GERMANY NEUENBURG,GERMANY 

(IJ DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH, 
GUJARAT, INDIA BIELEFELD, GERMANY BIELEFELD, GERMANY ~ Packer. SUN PHARMACEUTICAL Packer: LOSAN PHARMA GmbH, Packer. LOSAN PHARMA GmbH, ~ 
INDUSTRIES LTD NEUENBURG,GERMANY NEUENBURG,GERMANY (IJ 
DISTRICT PANCHMAHAL, PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH, " GUJARA T, INDIA BIELEFELD, GERMANY BIELEFELD, GERMANY 0 

DIVPHARM MANUFACTURING & DIVPHARM MANUFACTURING m 
PACKAGING, LONGDALE, & PACKAGING, LONGDALE, ll 
JOHANNESBURG JOHANNESBURG )> 

z 
laboratory: FPRC: SUN PHARMACEUTICAL laboratory: FPRC: LOSAN PHARMA GmbH, laboratory: FPRC LOSAN PHARMA GmbH, :-1 

INDUSTRIES lTD DISTRICT NEUENBURG,GERMANY NEUENBURG,GERMANY 1\) 
PANCHMAHAL, GUUARAT, INDIA PHARBIL PHARMA GmbH, PHARBIL PHARMA GmbH, OJ 
CONSULTING CHEMICAL BIELEFELD, GERMANY BIELEFELD, GERMANY 0 
LABORATORIES, AllASVILLE, DR FALK PHARMA GmbH, DR FALK PHARMA GmbH, 

~ BOKSBURG FREIBURG, GERMANY FREIBURG, GERMANY 
INSTITUTE FOR INSTTT1JTE FOR 
PHARMACEUTICAL SERVICES, PHARMACEUTICAL SERVICES, III 
SILVERTONDALE, PRETORIA SILVERTONDALE, PRETORIA m 
CONSULTING CHEMICAL CONSULTING CHEMICAL ll 
LABORATORIES, ATLASVILLE, LA BORA TORIES, A TLASVIu.E, 1\) 

BOKSBURG BOKSBURG 0 .... 
FPRR: PHARMAPLAN (PTY) LTD. FPRR: ORPHAN SA PHARMACEUTICALS FPRR: ORPHAN SA 

MIDRAND, SOUTH AFRICA (PTY) LTD, LONEHilL, RSA PHARMACEUTICALS (PTY) 
l TO, LONEHILL, RSA 

Shelt'-llfe: 36months Shelt'~ife: 24 months (Provisional) Shelt'~ife: 24 mcnths (Provisional) 

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



en 
0 

z 
MRF15 MRF15 

p 
c.:l 

Regi$tralion number: 4312.6.510026 Regllltration number: 4312.6.510327 Registlallon number: 4312.6.510328 
,flt. 
"--0 

Name of medicine: OLEANZ2,5 Name of medicine: OLEANZ5 Name of medicine: OLEANZ 10 N 

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

Active ingredients: EACH TABLET CONTAINS; Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
OLANZAPINE 2,5mg OLANZAPINE S,Omg OLANZAPINE 10,0mg 

Conditions oflVgistration: 1, 2, 3, 4, 5, 6, 7, 8 Conditions of regilltlalion: 1,2,3,4,5,6, 7,8 Conditions o1 nsgistrstion: 1,(2,3,4,5,6, 7,8 

Applicant: PHARMAPLAN (PTY} L TO Applicant: PHARMAPLAN (PTY) L TO Applicant PHARMAPLAN (PTY) L TO 

Manufaclurer: SUN PHARMACEUTICAL Manufacturer: SUN PHARMACEUTICAL Manufacturer: SUN PHARMACEUTICAL G) 
INDUSTRIES LTD .. DISTRICT INDUSTRIES LTD., DISTRICT INDUSTRIES LTD., 0 
PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT, DISTRICT PANCHMAHAL, < 
INDIA INDIA GUJARAT, INDIA m 

II 
Packer: SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL Packer: SUN PHARMACEUTICAL z 

INDUSTRIES LTD., DISTRICT INDUSTRIES L TO., DISTRICT INDUSTRIES L TO., s: m 
PANCHMAHAL, GUJARAT, PANCHMAHAL, GUJARAT. DISTRICT PANCHMAHAL, z 
INDIA INDIA GUJARAT,INDIA -1 

Laboratory: FPRC: SUN PHARMACEUTICAL Labosatory; FPRC: SUN PHARMACEUTICAL Laboratory: FPRC SUN PHARMACEUTICAL 
G) 

INDUSTRIES LTD., DISTRICT INDUSTRIES LTD., DISTRICT INDUSTRIES LTD .. ~ 
PANCHMAHAL, GUJARAT. PANCHMAHAL, GWARAT, DISTRICT PANCHMAHAL. m 
INDIA INDIA GUJARAT, INDIA ~ 
CONSULTING CHEMICAL CONSULTING CHEMICAL CONSULTING CHEMICAL m 
LABORATORIES LTD, LABORATORIES L TO, LABORATORIES LTD. N 
ATILA~LLE,BOKSBURG A TILASVILLE, BOKSBURG A TLASVILLE, BOKSBURG (E) 

FPRR: PHARMAPLAN (PTY) LTD., FPRR: PHARMAPLAN (PTY) LTD.16 FPRR: PHARMAPLAN {PTY) LTD., 0 
0 

MIDRAND ROAD, MIDRAND MI.DRAND d 
m 

Shelf-lfl'e: 24 mortlhs (Provisional) Shelf-ltfe: 24 months (Provisional) Shelf·flfe: 24 months (Provisional) m 
II 

Dele of registlalion: 5 AUGUST 2011 Date of""!lilltration: 5 AUGUST 2011 Date oflegistndion: 5 AUGUST 2011 1\) 
0 .... .... 



MRF15 MRF15 

Registnllion number. 43121.1210395 Registration number. 

Name of medicine: FENRYOE5 NIII'IIEI of medicine: 

Dosage form: TABLET Dosage form: 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: 
FINASTERIDE 5,0mg 

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

Applicant: BRIMPHARM SA (PTY) LltJ Applicant: 

Mam.rlaaurer: KERN PHARMA S.L, BARCELONA, Manufacturer: 
SPAIN 
ORION CORPORATION ORION 
PHARMA. TURKIJ, FINLAND 

Packer: KERN PHARMA S.l., BARCELONA, Packer: 
SPAIN 
ORION CORPORATION ORION 
PHARMA. TURKU. FINLAND 
HAUPT PHARMA MUNSTER GmbH. 
MUNSTER, GERMANY 

Laboratory. FPRC: KERN PHARMA S.L .• BARCELONA, Labora1ory: FPRC: 
SPAIN 
ORION CORPORATION ORION 
PHARMA, TURKIJ, FINLAND 
CONSUI..llNG CHEMICAL 
LABORATORIES (PTY) LTD, 
ATI..ASVILLE. BOKSBURG, RSA 

FPRR: BRIMPHARM SA (PTY) L TO, FPRR: 
ATHLONE,INDUSTRIA, CAPE 
TOWN 

Shelf..life: 36 niO!IIhs Shelf-life: 

Dale of nsgistnltion: 5 AUGUST 2011 Dale of regisltation: 

43121110421 Registnltion number: 

VELCADE1 mg Name of medicine: 

POINDER FOR SOWTION FOR Dosage form: 
INJECTION 

EACH V1AL CONTAINS: Ac;tive ingredients: 
BORTEZOMIB 1,0mg 

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

JANSSEN PHARMACEUTICA (PTY) Applicant: 
LTD 

BEN VENUE LABORATORIES INC., Manufacturer: 
BEDFORD, OHIO, USA 

BEN VENUE LABORATORIES INC .. Packer: 
BEDFORD, OHIO, USA 
JANSSEN PHARMACEUTICA NV, 
BEERSE, BELGIUM 

JANSSEN PHARMACEUTICA NV, Laboretory: FPRC 
BEERSE, BELGIUM 

JANSSEN PHARMACEUllCA (PTY} FPRR: 
LID. WOODMEAD, SOUTH AFRICA 

24 ll'IOI1Ihs Shelf-life: 

5 AUGUST 2011 Dale ol regislnllion: 

43111 '1 010442 

URSOFALK 

CAPSULE 

EACH CAPSULE CONTAINS: 
URSODEOXYCHOUC ACID 
250,0mg 

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

ORPHAN SA 
PHARMACEUTICALS (PTYJ LTD 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
KLOCKE PHARMA·SERVICE 
APPENVIIEIER, GERMANY 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
KLOCKE PHARMA..SERVlCE 
APPENVIIEIER, GERMANY 
DIVPHARM MANUFACTURING 
& PACKAGING, LONGDALE. 
JOHANNESBURG 

LOSAN PHARMA GmbH, 
NEUENBURG,GERMANY 
KLOCKE PHARMA..SERVICE 
APPENWEIER. GERMANY 
DR FALK PHARMA GmbH, 
FREIBURG, GERMANY 
INSTITUTE FOR 
PHARMACEUTICAL SERVICES. 
SILVERTONDALE. PRETORIA 
CONSUL TlNG CHEMICAL 
LABORATORIES, A TI..ASVIUE. 
BOKSBURG 

ORPHAN SA 
PHARMACEUTICALS (PTYJ 
LltJ,LONEHILL, RSA 

24 months (Provisional) 

5 AUGUST 2011 
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Registration number: 4317.1.310473 Registration number: 4317.1.310474 Registration number: 43110.2.2/0510 
.j:>. 
--.j 
0 

Name of medidna: QUINAPRIL HYDROCHLOROTHIAZIO Name of medicine: QUINAPRIL HYDROCHLOROTHIAZI Name of medicine: AMUC0200 mg 1\) 

ZVDUS 10112,5 ZVDUS 20112,5 EFFERVESCENT 

Dosage form: TABLET Dosage l'orm: TABLET Dosagel'orm: TABLET 

Adive ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Adive ingredients: EACH TABLET CONTAINS: 
QUINAPRIL 10,0 mg QUINAPRIL 20,0 mg ACETYLCYSTEINE 200,0 mg 
HYDROCHLOROTHIAZIDE 12,5 mg HYDROCHLOROTHIAZIDE 12,5 mg 

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

Applicant: ZVDUS HEALTHCARE SA (PTY) LTD Applicant: ZYDUS HEALTHCARE SA (PTY) Applicant: CAMOX PHARMACEUTICALS 
LTD (PTY)LTD (j) 

Manufacturer: ZVDUS CADILA HEAL THCARE L TO, Manufacturer: ZVDUS CADILA HEAL THCARE LTD, Manufadurer: H & E PHARMA SA, BIOGGIO, 0 
< MORAIYA, SANAND, AHMEDABAD, MORAIYA, SA NAND. AHMEDABAD, SWITZERLAND m 

INDIA INDIA Jl 
Packer: ZVDUS CADI LA HEAL THCARE L TO, Packer: ZYDUS CADILA HEALTHCARE L TO, Packer: H & E PHARMA SA, BIOGGIO, 

z 
s:: MORAIYA, SANAND, AHMEDABAD, MORAIYA, SANAND, AHMEDABAD, SWITZERLAND m 

INDIA INDIA KLOCKE PHARMA-SERVICE z 
APPENWEIER, GERMANY -1 
DIVPHARM MANUFACTURING (j) 
& PACKAGING, LONGDALE, 

~ JOHANNESBURG 

Laboratory: FPRC: ZVDUS CADILA HEAL THCARE l TO, Laboratory: ZVDUS CAOILA HEAL THCARE l TO, laboratory: FPRC H & E PHARMA SA, BIOGGIO, 
m 

MORAIYA, SANAND, AHMEDABAD, FPRC: MORAIYA, SANAND, AHMEDABAD, SWITZERLAND :j 
INDIA INDIA SABSPHARMACEUnCAl m 
RESEARCH INSTITUTE FOR RESEARCHINSnTUTEFOR CHEMISTRY LABORATORY, 1\) 
INDUSTRIAL PHARMACY, NORTH INDUSTRIAL PHARMACY, NORTI-l GROENKLOOF, PRETORIA CD 
WEST UNIVERSITY, WEST UNIVERSITY, INSTITUTE FOR 0 POTCHEFSTROOM POTCHEFSTROOM PHARMACEUTICAL SERVICES, (") 

SILVERTONDALE, PRETORIA -1 
FPRR: ZVDUS HEAL THCARE SA, VAN DER FPRR: ZYDUS HEAL THCARE SA, VAN FPRR: CAMOX PHARMACEUTICALS 0 

lii HOFF PARK, POTCHEFSTROOM DER HOFF PARK, (PlY) LTD, JOHANNESBURG, m 
POTCHEFSTROOM RSA Jl 

1\) 

Shelf-life: 24 months (Provisional) Shelf-life: 24 months (Provisional) Shelf-life: 24 months 0 .... 
Date of regislraUon: 5 AUGUST 2011 Date of regis1ration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 MRF15 MRF15 

Registration number: 43110.2.210511 Registration number: 43/10.2.210512 Registration number: 43/20.1.1/0612 

Name of medicine: CAMOX ACETYLCYSTEINE Name of medicine: APEX ACETYLCYSTEINE Name of medicine: CIPLA AZITHROMYCIN 
200mg 200mg 5001NJ 

Dosage form: TABLET Dosage form: TABLET Dosage lorm: INJECTION 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH VIAL CONTAINS: 
ACETYLCYSTEINE 200,0 mg ACETYLCYSTEINE 200,0 mg Azithromycin dihydrate 

equivalent to 
Azithromycin 500,0 mg 

C<lnditions 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, B 

Applicant: CAMOX PHARMACEUTICALS Applicant: CAMOX PHARMACEUTICALS Applicant: CIPLA LIFE SCIENCES 
(PTY) LTD (PTY) LTD (PTY) LTD en 

Manufacturer: H & E PHARMA SA, BIOGGIO, Manufacturer: H & E PHARMA SA, BIOGGIO, Manufacturer: CIPLA LTD, UNIT IX, ~ SWITZERLAND SWITZERLAND VERNA, GOA '-i en 
Packer: H & E PHARMA SA, BIOGGIO, Packer: H & E PHARMA SA, BIOGGIO, Packer: CIPLA L TO, UNIT IX, A 

SWITZERLAND SWITZERLAND VERNA, GOA 0 
KLOCKE PHARMA-SERVICE KLOCKE PHARMA-SERVICE m 

ll APPENWEIER, GERMANY APPENWEIER, GERMANY > 
DIVPHARM MANUFACTURING DIVPHARM MANUFACTURING z 
& PACKAGING, LONGDALE, & PACKAGING, LONGDALE, .-I 
JOHANNESBURG JOHANNESBURG 1\) 

CD 
Laboratory: FPRC: H & E PHARMA SA, BIOGGIO, Laboratory: H & E PHARMA SA, BIOGGIO, Laboratory: FPRC CIPLA L TO, UNIT IX, 0 

SWITZERLAND FPRC: SWITZERLAND VERNA, GOA A 
SABS PHARMACEUTICAL SASS PHARMACEUTICAL d CHEMISTRY LABORATORY, CHEMISTRY LABORATORY, IJJ 
GROENKLOOF, PRETORIA GROENKLOOF, PRETORIA m 
INSTITUTE FOR INSTITUTE FOR ll 
PHARMACEUTICAL SERVICES, PHARMACEUTICAL 1\) 

SILVERTONDALE, PRETORIA SERVICES, SILVERTONDALE, 0 

PRETORIA 

FPRR: CAMOX PHARMACEUTICALS FPRR: CAMOX PHARMACEUTICALS FPRR: CIPLA UFE SCIENCES 
(PTY) LTD, JOHANNESBURG, (PTY) LTD, JOHANNESBURG, (PTY) LTD, ROSENPARK, 
RSA RSA BELVILLE, SOUTH AFRICA 

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

Dale of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 
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Registration number. 43/20.1.1/0614 RegistJaliOn number. 4312.510617 
~ 

Registmtion number. 4312.5/0618 ....., 
0 

Name of medicina: zrrno soc INJ Name of medicine: ASPEN GABAPENTIN 100 mg Nema of medicine: ASPEN GABAPENTIN 300 mg N 

Dosage form: INJECTION Dosage form: CAPSUlE Dosage form: CAPSULE 

Adhle ingredients: EACH VIAL CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: Active ingredients: EACH CAPSULE CONTAINS: 
Azilhrom~n dihyd!ale equivalent to GABAPENTlN 100,0 mg GABAPENTIN 300,0mg 
Azilhromyc:in SOO,Omg 

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

Appr~eant: CIPLA LIFE SCIENCES (PTY) L TO Applicant: PHARMACARE LIMITED Applicant: PHARMACARE LIMITED 

Manufacturer: CIPLA L TO, UNIT IX, VERNA, GOA Manufacturer: KERN PHARMA S.L., TERRASSA, Manufacturer: KERN PHARMA S.L., G) 
BARCB_ONA, SPAIN TERRASSA,BARCELONA, 0 

SPAIN < 
Packe;: CIPLA LTD, UNIT IX, VERNA, GOA Packer. KERN PHARMA S.L., TERRASSA, Packer: KERN PHARMA S.L., 

m 
ll 

BARCB_ONA, SPAIN TERRASSA,BARCELONA, z 
MPF B. V. (Manufacturing Packaging SPAIN s:: 
Farmaca}, RX OUDEHASKE, THE MPF B.V. (Manufacturing m 
NETHERLANDS Packaging Farmaca), RX z 
SOFARIMEX INDUSTRIA QUIMICA OUDEHASKE, THE -1 
e FARMACEUTICA, Lea, AGUALVA, NETHERLANDS G) 
CACEM, PORTUGAL SOFARIMEX INDUSTRIA )> 

QUIMICA e FARMACEUTICA, N 
Lea, AGUALVA, CACEM, m 
PORTUGAL ::j 

Laboratory: FPRC: CIPLA LTD, UNIT IX, VERNA, GOA Labo!alory: FPRC: KERN PHARMA S.L .. TERRASSA, Laboratory: F PR C KERN PHARMA S.L., _!11 
BARCB..ONA, SPAIN TERRASSA, BARCELONA, N 
RESEARCH INSTITUTE FOR SPAIN OJ 
INDUSTRIAL PHARMACY, NORTH RESEARCH INSTITUTE FOR 0 
WEST UNIVERSITY, INDUSTRIAL PHARMACY, 0 
POTCHEFSTROOM NORTH WEST UNIVERSITY, -1 
SASS PHARMACEUTICAL POTCHEFSTROOM 0 
CHEMISTRY LABORATORY, SABS PHARMACELITICAL w 
GROENKLOOF, PRETORIA CHEMISTRY LABORATORY, m 

GROENKLOOF, PRETORIA ll 

FPRR: CIPLA LIFE SCIENCES (PTY) LTD, FPRR: PHARMACARE LIMITED, FPRR: PHARMACARE LIMITED, 
N 
0 

ROSENPARK, BELLVILLE, SOun-t WOODMEAD, SANDTON. WOODMEAD, SANDTON. 
AFRICA 

Shelf-life: 24months Shelf-life: 36monlhs Shelf-life: 36 months 

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Dille of registl>llion: 5 AUGUST 2011 
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Regislnitioo number, 43118,310672 Reglstmtion number: 

Name of medic'ine: BARRS MIST. POT. CIT Name of medic'ine: 

Dosage fOilll: SOLUTION Dosage fo~m: 

Active ingredients: EACH 5,0 ml CONTAINS: Active ingredients: 
PotassiUm citrate 1,5 
Citric ac'id monohydrate g 

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

Applicant: BARRS PHARMACEUTICAL Applicant: 
INDUSTRIES cc 

Manufacturer: BARRS PHARMACEUTICAL Manufacturer: 
INDUSTRIES cc, NDABENI, CAPE 
TOVVN 

Packer: BARRS PHARMACEUTICAL Packer: 
INDUSTRIES cc, NOABENI, CAPE 
T0\1\/N 

Labora11:ny: FPRC: BARRS PHARMACEUTICAL Laboratory: FPRC: 
INDUSTRIES cc, NDABENI, CAPE 
TOVVN 

FPRR: BARRS PHARMACEUTICAL FPRR: 
INDUSTRIES cc, NOABENI, CAPE 
T0\1\/N 

Shelf-fife: 24 I1IOI1Ih.l!l (Provisional) Shelf-life: 

Dala of lliQistralion: S AUGUST 2011 Date of regislrallon: 

43121.1210733 Registrsrtion number: 

LETROZOLE ADCO 2,5 Name of mediCine: 

TABLET Dosagefo~m: 

EACH TABLET CONTAINS: Ac!ive ingredients: 
LETROZOLE 2.5mg 

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

ADCOCK INGRAM LIMITED Applicant: 

HAUPT PHARMA MUNSTER GmbH, Manufacturer: 
MUNSTER. GERMANY 

HAUPT PHARMA MUNSTER GmbH, Packer. 
MUNSTER, GERMANY 

HAUPT PHARMA MUNSTER GmbH, Laboratory: FPRC 
MUNSTER. GERMANY 
UMWELTtABOR ACB, MUNSTER, 
GERMANY 
LABOR L +S AG, BAD BOCKLET-
GROBENBRACH,GERMANY 
ADCOCK INGRAM HEALTHCARE 
(PTY} L TO, WADEVILLE, 
GERMISTON 
ADCDCK!NGRAM LTD, 
(RESEARCH AND DEVELOPMENT}, 
AEROTON,JQHANNESBURG 

I ADCOCK INGRAM HEALTHCARE 
' 

FPRR: 
(PTY} LTD, WADEVIu.E, ; 

GERMISTON ' f 
ADCOCK INGRAM L TO, ! 
(RESEARCH AND DEVELOPMENT), l 
AEROTON,JOHANNESBURG I 
ADCOCK INGRAM L TO, ERAND I 
GARDENS, MIDRANO I 
24 months (Provisional) 

I 
Shelf-life; I 

5 AUGUST 2011 I Date of regllilration: 
I 

! 

43/t1.1210734 

FEMZOLE2,5 

TABLET 

EACH TABLET CONTAINS: 
LETROZOLE 2,5 mg 

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

ADCOCK INGRAM LIMITED 

HAUPT PHARMA MUNSTER 
GmbH, MUNSTER, GERMANY 

HAUPT PHARMA MUNSTER 
GmbH, MUNSTER, GERMANY 

HAUPT PHARMA MUNSTER 
GmbH, MUNSTER, GERMANY 
UMWEL TtABOR ACB, 
MUNSTER. GERMANY 
LABOR l +S AG, BAD BOCKLET-
GROBENBRACH,GERMANY 
ADCOCK INGRAM 
HEALTHCARE (PTYJ LTD, 
WADEVILLE, GERMISTON 
ADCOCK INGRAM L TO, 
(RESEARCH AND 
DEVELOPMENT}, AEROTON, 
JOHANNESBURG 

ADCOCK INGRAM 
HEAL THCARE (PTY} L TO, 
WADEVILLE, GERMISTON 
ADCOCK INGRAM L TO, 
(RESEARCH AND 
DEVELOPMENT), AEROTON, 
JOHANNESBURG 
ADCOCK INGRAM L TO, ERAND 
GARDENS, MIDRANO 

24 f!!Onths (Provisional) 

5 AUGUST 2011 
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Registrallon number. 43120.2.810780 Registration number: 4312.6.510796 Regislnlllon number. 4312.6.510797 
:.. 
---1 
0 

Name of medicine: INTELENCE Name of medicine: SEREZ25 Name of medicine: SEREZ 100 1\) 

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

Aclive ingredients: EACH TABLET CONTAINS: Adlve ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
ETRAVIRINE 100,0 mg QUETIAPINE FUMARATE QUETIAPINE FUMARATE 

EQUIVALENT TO QUETIAPINE EQUIVALENT TO 
25,0 mg QUETIAPINE 100,0 mg 

Conditions of regislra\ion: 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: JANSSEN PHARMACEUTICA Applicant: LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) G> 
(PTY) LTD LTD 0 

< 
Manufadurer. JANSSEN-CILAG S.P A, Manufadurer. PHARMASCIENCE INC, Manufadurer: PHARMASCIENCE INC, m 

LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC, JJ 
z 

CANADA CANADA ~ 
Packer: JANSSEN-CILAG S.P.A, Packer: PENDOPHARM INC (DIVISION Packer: PENDOPHARMINC m 

z 
LATINA, ITALY OF PHARMASCIENCE), (DIVISION OF -1 
SPECPHARM HOLDINGS (PTY) MONTREAL, QUEBEC, PHARMASCIENCE), G> 
LTD, HALFWAY HOUSE, CANADA MONTREAL, QUEBEC. ~ 
MIDRAND ROPACK INC, MONTREAL, CANADA N 

CANADA ROPACK INC, MONTREAL, m 
SPECPHARM HOLDINGS CANADA :l 
(PTY) L TO, HALFWAY HOUSE, SPECPHARM HOLDINGS J1l 
MIDRAND (PTY) L TO, HALFWAY 1\) 

HOUSE, MIDRAND (XI 

laboral<>ry: FPRC: JANSSEN-CILAG S.P.A, l.abonrlory: FPRC: PHARMASCIENCE INC, labonlll:>ry: FPRC PHARMASCIENCE INC, 
0 
0 

LATINA, ITALY MONTREAL, QUEBEC, MONTREAL, QUEBEC, -1 
SPECPHARM HOLDINGS (PTY) CANADA CANADA 0 

ttl 
LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS SPECPHARM HOLDINGS m 
MIDRAND (PTY) L TO, HALFWAY HOUSE, (PTY) L TO, HALFWAY JJ 

MIDRAND HOUSE, MIDRAND 1\) 
0 

FPRR: JANSSEN PHARMACEUTICA FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) ..... 
(PTY) LTD, WOOOMEAD MORELETA PARK, PRETORIA LTD, MORELETA PARK, 

PRETORIA 

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

Date of regislrallon: 5 AUGUST 2011 Dilts of registration: 5 AUGUST 2011 Date of registrlllion: 5 AUGUST 2011 



MRF 15 MRF15 MRF15 

Registration number. 4312.6.5/0798 Registration number. 43/2.6.510799 Registration number. 4312.6.510800 

Name of medicine: SEREZ200 Name of medicine: SEREZ 300 Name of medicine: QUETOSER 25 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE 
EQUIVALENT TO QUETIAPINE EQUIVALENT TO QUETIAPINE EQUIVALENT TO 
200,0 mg 300,0 mg QUETIAPINE 25,0mg 

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

Applicant: LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) 
LTD 

(/) 
Manufacturer. PHARMASCIENCE INC, Manufacturer. PHARMASCIENCE INC. Manufacturer. PHARMASCIENCE INC, ~ MONTREAL, QUEBEC, CANADA MONTREAL, QUEBEC, MONTREAL, QUEBEC. 

~ CANADA CANADA 
(/) 

Packer: PENOOPHARM INC (DIVISION Packer: PENDOPHARM INC (DIVISION Packer. PENDOPHARMINC " OF PHARMASClENCE), OF PHARMASCIENCE). (DIVISION OF 0 
MONTREAL, QUEBEC, CANADA MONTREAL. QUEBEC, PHARMASCIENCE), m 

J) 
ROPACK INC, MONTREAL, CANADA MONTREAL, QUEBEC, )> 
CANADA ROPACK INC, MONTREAL, CANADA z 
SPECPHARM HOLDINGS (PTY) CANADA ROPACK INC, MONTREAL, .-1 
LTD, HALFWAY HOUSE. SPECPHARM HOLDINGS CANADA N 

MIDRAND (PTY) LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS 
(X) 

MIDRAND (PTY)LTD,HALFWAY 0 
HOUSE, MIDRAND q 

Laboratory: FPRC: PHARMASCIENCE INC, Laboratory: FPRC: PHARMASCIENCE INC, Laboratory: FPRC PHARMASCIENCE INC, 0 
!D 

MONTREAL, QUEBEC, CANADA MONTREAL, QUEBEC. MONTREAL, QUEBEC, m 
SPECPHARM HOLDINGS (PTY) CANADA CANADA J) 

LTD, HALFWAY HOUSE. SPECPHARM HOLDINGS SPECPHARM HOLDINGS N 

MIDRAND (PTY) LTD, HALFWAY HOUSE, (PTY) L TO, HALFWAY 
0 ...... 

MIDRAND HOUSE, MIDRAND 

FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) L TO, FPRR: LASARA TRADERS (PTY) 
MORELETA PARK. PRETORIA MORELETA PARK, PRETORIA LTD, MORELETA PARK, 

PRETORIA 

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

Dale of reglstrution: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 Dale of registration: 5 AUGUST 2011 
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MRF 15 MRF15 MRF 15 !J 

(.,) 

Registration number. 4312.6.510801 Registration number. 4312.6.5/0802 Registration number. 4312.6.5/0803 "" '-I 
0 

Name of medicine: QUETOSER 100 Name of medicine: QUETOSER 200 Name of medicine: QUETOSER 300 1\J 

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

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH TABLET CONTAINS: 
QUETIAPINE FUMARATE QUETIAPINE FUMARATE QUETIAPINE FUMARATE 
EQUIVALENT TO QUETIAPINE EQUIVALENT TO QUETIAPINE EQUIVALENT TO 
100,0 mg 200,0 mg QUETIAPINE 300,0 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: LASARA TRADERS (PTY) LTD Applicant LASARA TRADERS (PTY) LTD Applicant: LASARA TRADERS (PTY) G) 
LTD 0 

< 
Manufacturer: PHARMASCIENCE INC, Manufacturer: PHARMASCIENCE INC, Manufacturer: PHARMASCIENCE INC, m 

MONTREAL, QUEBEC, MONTREAL, QUEBEC, MONTREAL, QUEBEC, ll 
CANADA CANADA CANADA z 

s:: 
Packer: PENDOPHARM INC (DIVISION Packer: PENDOPHARM INC (DIVISION Packer: PENDOPHARMINC m 

z OF PHARMASCIENCE), OF PHARMASCJENCE), (DIVISION OF -I 
MONTREAL, QUEBEC, CANADA MONTREAL, QUEBEC, PHARMASCIENCE), G) 
ROPACK INC, MONTREAL. CANADA MONTREAL, QUEBEC, 

~ CANADA ROPACK INC, MONTREAL, CANADA 
SPECPHARM HOLDINGS (PTY) CANADA ROPACK INC, MONTREAL, m 
LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS CANADA =l 
MIDRAND (PTY) LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS m 

MIDRAND (PTY) LTD, HALFWAY 1\J 
HOUSE, MIDRAND OJ 

laboratory: FPRC: PHARMASCIENCE INC, Laboratory: PHARMASCIENCE INC, Laboratory: FPRC PHARMASCIENCE INC, 0 
(") 

MONTREAL, QUEBEC, CANADA FPRC: MONTREAL, QUEBEC, MONTREAL, QUEBEC, -I 
SPECPHARM HOLDINGS (PTY) CANADA CANADA 0 
LTD, HALFWAY HOUSE, SPECPHARM HOLDINGS SPECPHARM HOLDINGS (IJ 

m 
MIDRAND (PTY) LTD, HALFWAY HOUSE, (PTY) LTD, HALFWAY ll 

MIDRAND HOUSE, MIDRAND 1\J 
0 

FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) LTD, FPRR: LASARA TRADERS (PTY) ..... 
MORELETA PARK, PRETORIA MORELETA PARK. PRETORIA LTD, MOREL ETA PARK, 

PRETORIA 

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

Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 



MRF15 

Registration number. 

N"""' of medicine: 

Dosage larrn: 

Active ingre<lien!S: 

Pac;~<ar: 

FPRR: 

421:10.1 "1.V841 

MYLAN LEVOFLOXACIN 250 mg 

TABLET 

EACH TABLET CONTAINS· 
lEVOFLOXACIN HEMIHYORATE 
EQUIVALENT TO lEVOFLOXACIN 250,0 
rr.g 

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

XJXIA PHARMACEUTICALS (f'TY) LTD 

GEN?HARM INC, ETOBICOKE. Ol(TA.'(i0. 
CANADA 
GERARD LABORA iDRIES, DUBLIN, 
IRELAND 

GENPHARM INC, ETOBicOKE. ONTARIO, 
CANADA 
GERARD LABORATORIES, DUBLIN, 
IRELAND 
PHARMMJ, INDUSTRIA WEST. 
JOHANNESBURG 
MERCK PHARMACEUTICAL 
MANUFACTURING. WAOE'IIllLE, 
GERIIIISTON 

GENPHARM INC, ETOBicOKE, ONTARIO, 
CANADA 
GERARD LABORATORIES. DUBLIN, 
IRELAND 
PHARIIIMJ, INDUSTRIA WEST, 
JOHANNESBURG 
1\!ERCKPHARMACEUTICAL 
IIIANUFACTURING, WADE\IIllE, 
GERMISTON 
SABS PHARMACEUTICAL CHEMISTRY 
LABORATORY. GROENKLOOF, PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY. NORlli WEST UNIVERSITY, 
POI'CHEFSTROOIII 
CONSULTING CHEIIIICAL 
LABORATORIES, ATLASVILlE, 
BOKSBURG 

XlXIA PHARMACEUTICAlS. 
MODOERFONTEIN 

24 ITIOIIIIIs (Provisional) 

5 AUGUST 2011 I 
--------1· 

~M~RF~15~----------------------------------~MRF~1~5--------------------------------------~ 
Roglslretion number: 

Name ar """ieine: 

Doos!llllorrn: 

Active ingredients: 

Conditions or regislralion: 

Applicant 

Ms'1Ufacturer. 

Packer. 

Laboratory: rPRC: 

FPRR; 

43120.1.110842 

MYLAN lEVOFLOXACIN 500 m~ 

TABLET 

EACH TABLET CONTAINS: 
LEVOFLQ)(ACIN HEIIIIHYDRATE 
EQUIVALENT TO LEVOFLOXACIN 500.0 
"'G 

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

XIXJA PHARMACEUTICA-LS (PTY) L TO 

GEN?HARM INC, E10B!CCKE, Of\'""'AR:O, 
CANADA 
GERARD LABORATORIES, DUBLIN. 
IRELAND 

GENPHARM INC. ETOE>ICOKE, ONTARIO, 
CANADA 
GERARD LABORATORIES. O~llLIN, 
IRELAND 
PHARIIIMJ. INDUSTRIA WEST, 
JOHANNESBURG 
MERCK PHARMACEUTICAL 
MANUFACTURING, WADEV1LLE, 
GERMlSTON 

GENPHA.'!M INC. E"TOBICOKE, ONTARIO, 
CANADA 
GERARD LABORATORIES, OLBLIN. 
IRELAND 
PHAAMA·Q, INDUSTRIA WEST, 
JOHANNESBURG 
MERCK PHARMACEUTICAL 
MANUFACTURING. WAOEVILLE, 
GERMISTON 
SABS PHARMACEUTICAL CHEMISTRY 
LABORATORY, GROENKLOOF, 
PRETORIA 
RESEARCH INSTITUTE FOR INDUSTRIAL 
PHARMACY. NORTH WEST UNIVERSITY, 
POTCHEFSTROOM 
CONSULTING CHEMICAL 
LABORATORIES, ATI.ASVILLE. 
BOKSBURG 

XIXIA PHARMACEUTICALS, 
MOOOERFONTEIN 

24 montlls (Pm11islonal) 

5 AUGUST 2011 

Regioln!tion number. 

Name at medicine: 

Dosegerorm: 

Active ingre<lients: 

Conditions of registration~ 

Applicant: 

Paclf.er: 

cilboraro:y F?RC 

FPRR: 

Shelt-llle: 

43120.2.!110847 

INOXOR 30 mg/150 mg/200 mg 

TABLET 

EACH TABLET CONTAINS: 
LAMIVUOINE 150,0 mg 
STAVUDINE JO,O mg 
N<'VIRAPINE 200.0 mg 

1, 2. 3, 4, s, G. 7, a 

AUROOINOO PHARMA (PTY) LTD 

AUROB\l'<CO ?KARMA LIMITeD, LNIT 
Ill OUTHUBULLAPUR, ANOHRA 
PRADESH, INDIA 

AUROBII'IDO PHAF! MA LIMITED. UNIT 
Ill QUTHUBULLAPUR. ANOHRA 
PRADESH, INDIA 

AUROBINOO PHARMA LIMITED, UNIT 
Ill 
QUTHUBULLAPUR.ANOHRA 
PRADESH, INDIA 
KHULULEKANI LABORATORY 
SERVICES, COVENTRY ?ARK, 
MIDRAND 

AUROBlNOO PHARMA (PTY) L TO, 
MEYERSD~JOHANNESBURG,RSA 

24 monlho (Proviflional) 

5 AUGUST 2011 

en 
~ 
!j 
en 
=" 
0 m 
j; 
z 
:-1 
I\) 
Ol 

0 

~ 
OJ 
m 
J] 
I\) 
0 ..... .... 



Q) 
0 

z 
MRF 15 MRF15 MRF 15 ? 

w 
Registration number. 44120.1.1/0012 Registration number: 44/30.1/0058 Registration number: 45/20.2.3/0037 

.j:>. 
-..j 

Name of medicine: DYNA CEFPODOXIME 100 mg Name of medicine: ZOSfAVAX Name of medicine: PASER GRANULES 
0 
N 

Dosage fomn: TABLET Dosage fomn: INJECTION Dosage fomn: GRANULES 

Active ingredients: EACH TABLET CONTAINS: Active ingredients: EACH 0,65 ml DOSE CONTAINS: Active ingredients: EACH PACKET CONTAINS: 
Cefpodoxim e Prcxetil equivalent to LIVE ATTENUATED OKAIM ERCK AMINOSALICYLIC ACID 4,0 g 
Cefpodoxime 100,0 mg STRAIN OF VARICELLA-ZOSTER 

VIRUS, 19400,0 PFU 

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

Applicant: PHARMA DYNAMICS {PTY) LTD Applicant: MSD. (PTY) LTD Applicam: PHARMAPLAN (PTY) L TO 

Manufacturer: LUPIN LIMITED, RAISEN, MADHYA Manufacturer: MERCK & CO., INC, WEST POINT, Manufacturer: JACOBUS PHARMACEUTICAL 
G) 

0 PRADESH, INDIA PENNSYLVANIA, USA COMPANY INC., PLAINSBORO, < NJ, USA m 
THE COATING PLACE, INC., lJ 
VERONA, WISCONSIN, USA z 

Packer: LUPIN LIMITED, RAISEN, MADHYA Packer: MERCK & CO., INC, WESf POINT, Packer: JACOBUS PHARMACEUTICAL ~ 
PRADESH, INDIA PENNSYLVANIA, USA COMPANY INC., PLAINSBORO, m z 

MERCK SHARP & DOHME B.V., NJ, USA -1 
HAARLEM,NETHERLANDS FUTURE PAKLTD., WIXAM. 

G) 
MICHIGAN. USA 
RYT-WAY PACKAGING 

)> 
N 

COMPANY, LAKEVILLE, m 
MINNESOTA, USA ~ 

Laboraloiy: FPRC: CONSULTING CHEMICAL Laboratory: FPRC: MERCK & CO. INC, WEST POINT, Laboratory: FPRC JACOBUS PHARMACEUTICAL _m 
LA BORA TORIES (PTY) LTD, PENNSYLVANIA, USA COMPANY INC., PLAINSBORO, 

N ATILASVlLLE, BOKSBURG MERCK SHARP & DOHME B.V., NJ, USA (X) 
HAARLEM,NETHERLANDS CONSULTING CHEMICAL 

0 LABORATORIES, ATLASVILLE, 
BOKSBURG 0 
RESEARCH INSTITUTE FOR -1 

0 INDUSTRIAL PHARMACY, OJ 
NORTH WEST UNIVERSITY, m 
POTCHEFSTROOM lJ 

FPRR: PHARMA DYNAMICS (PTY) LTD, FPRR: MSD (PTY) LTD, HALFWAY HOUSE, FPRR: PHARMAPLAN (PTY) LTD, N 
0 

WESTLAKE, CAPE TOWN SOUTH AFRICA MIDRAND 

SheiHife: 24 months Shelf-life: 18 months stored at 2 ~"C Shelf-life: 36 months at2- 8 "C 

Dale of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 Date of registration: 5 AUGUST 2011 




